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Subpart A—Addresses

SOURCE: 77 FR 46292, Aug. 3, 2012, unless
otherwise noted.

§700.17 Addresses for the Office of
Pollution Prevention and Toxics.

The official addresses, unless other-
wise noted, are as follows:

(a) Correspondence and non-docket ma-
terials—(1) United States Postal Service
mailing address. Office of Pollution Pre-
vention and Toxics (7401M), Environ-
mental Protection Agency, 1200 Penn-
sylvania Ave. NW., Washington, DC
20460-0001.

(2) Hand/courier delivery address. Of-
fice of ©Pollution Prevention and
Toxics, Environmental Protection
Agency, EPA East Bldg., 1201 Constitu-
tion Ave. NW., Washington, DC 20004.
This is not a mailing address. You
must make arrangements with the per-
son receiving your delivery.

(b) Office of Pollution Prevention and
Toxics Docket (OPPT Docket)—(1) Elec-
tronic docket address. Publicly available
docket materials are available in the
electronic docket at hittp:/
www.regulations.gov. Although listed in
the docket index at regulations.gov,
some information is not publicly avail-
able, e.g., Confidential Business Infor-
mation (CBI) or other information
whose disclosure is restricted by stat-

ute. Certain other material, such as
copyrighted material, will be publicly
available only at the OPPT Docket.

(2) Physical location. Environmental
Protection Agency Docket Center
(EPA/DC), Environmental Protection
Agency, EPA West Bldg., Rm. 3334, 1301
Constitution Ave. NW., Washington,
DC 20460-0001. The telephone number
for the OPPT Docket is (202) 566-0280.
This is not a mailing address. For in-
structions on visiting the docket, go to
hitp://www.epa.gov/dockets/contacts.htm.

(38) United States Postal Service mailing
address. Document Control Office
(7407M), Office of Pollution Prevention
and Toxics, Environmental Protection
Agency, 1200 Pennsylvania Ave. NW.,
Washington, DC 20460-0001.

(4) Hand/courier delivery address. Doc-
ument Control Office, Office of Pollu-
tion Prevention and Toxics, Environ-
mental Protection Agency, EPA East
Bldg., Rm. 6428, 1201 Constitution Ave.
NW., Washington, DC. Deliveries are
only accepted between 8:30 a.m. and 4
p.m., and special arrangements should
be made for deliveries of boxed infor-
mation. The telephone number for the
Document Control Office is (202) 564—
8930.

Subpart B [Reserved]

Subpart C—Fees

§700.40 Purpose and applicability.

(a) Purpose. The purpose of this sub-
part is to establish and collect fees
from manufacturers and processors to
defray part of EPA’s cost of admin-
istering the Toxic Substances Control
Act (156 U.S.C. 2601-2692), as amended by
the Frank R. Lautenberg Chemical
Safety for the 21st Century Act (Pub.
L. 114-182).

(b) Applicability. This subpart applies
to all manufacturers who are required
to submit information under section 4
of the Act, who submit certain notices
and exemption requests to EPA under
section 5 of the Act, who manufacture
a chemical substance that is subject to
a risk evaluation under TSCA section
6(b)(4) of the Act, and who process a
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chemical substance that is the subject
of a Significant New Use Notice
(SNUN) or Test Market Exemption
(TME) under section 5 of the Act and
who are required to submit informa-
tion under section 4 of the Act related
to a SNUN submission.

(c) Effective date. After October 18,
2018, all persons specified in §700.45 and
paragraph (a) of this section must com-
ply with this subpart.

[83 FR 52713, Oct. 17, 2018]

§700.41 Radon user fees.

User fees relating to radon pro-
ficiency programs authorized under the
Toxic Substances Control Act appear
at 40 CFR part 195.

[59 FR 13177, Mar. 18, 1994]

§700.43 Definitions applicable to this
subpart.

Definitions in section 3 of the Act (15
U.S.C. 2602), as well as definitions con-
tained in §§704.3, 720.3, 723.175(b), 725.3,
and 790.3 of this chapter, apply to this
subpart unless otherwise specified in
this section. In addition, the following
definitions apply:

Consolidated microbial commercial ac-
tivity motice or consolidated MCAN
means any MCAN submitted to EPA
that covers more than one microorga-
nism (each being assigned a separate
MCAN number by EPA) as a result of a
prenotice agreement with EPA.

Consolidated premanufacture notice or
consolidated PMN means any PMN sub-
mitted to EPA that covers more than
one chemical substance (each being as-
signed a separate PMN number by
EPA) as a result of a prenotice agree-
ment with EPA (See 48 FR 21734).

Consortium means an association of
manufacturers and/or processors who
have made an agreement to jointly
split the cost of applicable fees.

Enforceable consent agreement means a
consent agreement used by EPA to ac-
complish testing where a consensus ex-
ists among EPA and interested parties
(as identified in §790.22(b)(2)) con-
cerning the need for and scope of test-
ing under section 4 of the Act.

EPA-initiated risk evaluation means
any risk evaluation conducted pursu-
ant to section 6(b)(4)(C)(i) of the Act.

40 CFR Ch. | (7-1-23 Edition)

Exemption notice means any notice
submitted to EPA under §723.175 of this
chapter.

Final product means a new chemical
substance (as ‘‘new chemical sub-
stance” is defined in §720.3 of this
chapter) that is manufactured by a per-
son for distribution in commerce, or
for use by the person other than as an
intermediate.

Joint submitters mean two or more
persons who submit a TSCA section 5
notice together.

Manufacturer-requested risk evaluation
means any chemical substance risk
evaluation conducted at the request of
one or more manufacturers of that
chemical substance pursuant to section
6(b)(4)(C)(ii) of the Act.

Microbial commercial activity motice or
MCAN means any notice for microorga-
nisms submitted to EPA pursuant to
section 5(a)(1) of the Act in accordance
with subpart D of part 725 of this chap-
ter.

Person means a manufacturer or
processor.

Premanufacture notice or PMN means
any notice submitted to EPA pursuant
to section 5(a)(1)(A) of the Act in ac-
cordance with part 720 of this chapter
or §723.250 of this chapter.

Principal sponsor means a person who
assumes primary responsibility for the
direction of study, the payment of fees
to EPA, and for oral and written com-
munication with EPA.

Risk evaluation means any risk eval-
uation conducted pursuant to section
6(b) of the Act.

Section 5 notice means any PMN, con-
solidated PMN, intermediate PMN, sig-
nificant new use notice, exemption no-
tice, exemption application, any MCAN
or consolidated MCAN submitted under
section 5 of the Act.

Significant new wuse mnotice or SNUN
means any notice submitted to EPA
pursuant to section 5(a)(1)(B) of the
Act in accordance with part 721 of this
chapter.

Small business concern means a manu-
facturer or processor who meets the
size standards identified in the fol-
lowing table. The number of employees
indicates the maximum allowed for a
manufacturer or processor to be con-
sidered small. If the North American
Industry Classification System
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(NAICS) code of a manufacturer or
processor is not represented in the
table, it will be considered small if it
has 500 or fewer employees. When cal-
culating the number of employees, a
manufacturer or processor must in-
clude the employees of all of its ‘“‘par-
ent companies’ (if any) and all compa-

§700.45

nies it ‘““‘owns or controls,” as defined
by 40 CFR 704.3. The number of employ-
ees are calculated as the average num-
ber of people employed for each pay pe-
riod of the business’ latest 12 calendar
months, regardless of hours worked or
temporary status.

Potentially affected NAICS

NAICS description

Small business concern size
standards
(number of employees)

324110 ... Petroleum Refineries .......... 1,500 or fewer.
325110 Petrochemical Manufacturing 1,000 or fewer.
325120 ... Industrial Gas Manufacturing 1,000 or fewer.
325130 ... Synthetic Dye and Pigment Manufacturlng 1,000 or fewer.
325180 Other Basic Inorganic Chemical Manufacturing 1,000 or fewer.
325193 Ethyl Alcohol Manufacturing 1,000 or fewer.
325194 ... Cyclic Crude, Intermediate, and Gum and Wood Chemical | 1,250 or fewer.
Manufacturing.
325199 ... All Other Basic Organic Chemical Manufacturing . 1,250 or fewer.
325211 Plastics Material and Resin Manufacturing .. 1,250 or fewer.
325212 Synthetic Rubber Manufacturing . 1,000 or fewer.
325220 Artificial and Synthetic Fibers and Filaments Manufacturing . 1,000 or fewer.
325311 Nitrogenous Fertilizer Manufacturing . 1,000 or fewer.
325312 ... Phosphatic Fertilizer Manufacturing ... 750 or fewer.
325314 ... Fertilizer (Mixing Only) Manufacturing 500 or fewer.
325320 Pesticide and Other Agricultural Chemical Manufacturing . 1,000 or fewer.
325411 Medicinal and Botanical Manufacturing ....... 1,000 or fewer.
325412 ... Pharmaceutical Preparation Manufacturing . 1,250 or fewer.
325413 ... InVitro Diagnostic Substance Manufacturing 1,250 or fewer.
325414 Biological Product (except Diagnostic) Manufacturing 1,250 or fewer.
325510 Paint and Coating Manufacturing 1,000 or fewer.
325520 Adhesive Manufacturing ..... 500 or fewer.
325611 Soap and Other Detergent Manufacturlng ......... 1,000 or fewer.
325612 Polish and Other Sanitation Good Manufacturing . 750 or fewer.
325613 ... Surface Active Agent Manufacturing .| 750 or fewer.
325620 ... Toilet Preparation Manufacturing ................................................ 1,250 or fewer.
325910 Printing Ink Manufacturing . 500 or fewer.
325920 Explosives Manufacturing . 750 or fewer.
325991 ... Custom Compounding of Purchased Resms 500 or fewer.
325992 ... Photographic Film, Paper, Plate and Chemical Manufacturing .. | 1,500 or fewer.
325998 ... All Other Miscellaneous Chemical Product and Preparation | 500 or fewer.
Manufacturing.
424690 ... Other Chemical and Allied Products Merchant Wholesalers ...... 150 or fewer.
424710 Petroleum Bulk Stations and Terminals 200 or fewer.

424720 ...

Petroleum and Petroleum Products Merchant Wholesalers (ex- 200 or fewer.
cept Bulk Stations and Terminals).

Test order means an order to develop
information pursuant to section 4(a) of
the Act.

Test rule refers to a regulation requir-
ing the development of information
pursuant to section 4(a) of the Act.

[63 FR 31252, Aug. 17, 1988, as amended at 62
FR 17931, Apr. 11, 1997; 83 FR 52713, Oct. 17,
2018]

§700.45

(a) Persons who must pay fees. (1) Man-
ufacturers submitting a TSCA section 5
notice to EPA shall remit for each such
notice the applicable fee identified in
paragraph (c) of this section in accord-

Fee payments.
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ance with the procedures in paragraphs
(f) and (g) of this section.

(2) Manufacturers of chemical sub-
stances and mixtures required to test
these chemical substance and mixtures
under a TSCA section 4(a) test rule,
test order, or enforceable consent
agreement shall remit for each such
test rule, order, or enforceable consent
agreement the applicable fee identified
in paragraph (c) of this section in ac-
cordance with the procedures in para-
graphs (f) and (g) of this section.

(3) Manufacturers of a chemical sub-
stance that is subject to a risk evalua-
tion under section 6(b) of the Act, shall
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remit for each such chemical risk eval-
uation the applicable fee identified in
paragraph (c) of this section in accord-
ance with the procedures in paragraphs
(f) and (g) of this section.

(4) Processors submitting a SNUN or
TME under TSCA section 5 to EPA
shall remit for each such notice the ap-
plicable fee identified in paragraph (c)
of this section in accordance with the
procedures in paragraphs (f) and (g) of
this section.

(5) Processors of chemical substances
and mixtures subject to a TSCA sec-
tion 4(a) test rule, test order, or en-
forceable consent agreement in asso-
ciation with a SNUN submission ref-
erenced in paragraph (a)(4) of this sec-
tion shall remit for each such test rule,
order, or enforceable consent agree-
ment the applicable fee identified in
paragraph (c) of this section in accord-
ance with the procedures in paragraphs
(f) and (g) of this section.

(b) Identifying manufacturers subject to
fees—(1) In general. For purposes of
identifying manufacturers subject to
fees for section 4 test rules and section
6 EPA-initiated risk evaluations, EPA
will publish a preliminary list of manu-
facturers identified through a review of
data sources described in paragraph
(b)(2) of this subsection; provide an op-
portunity for public comment; and pub-
lish a final list specifying the manufac-
turers responsible for payment.

(2) Data sources. To compile the pre-
liminary list, EPA will rely on infor-
mation submitted to the Agency (such
as the information submitted under
sections 5(a), 8(a), 8(b), and to the
Toxics Release Inventory) as well as
other information available to the
Agency, including publicly available
information or information submitted
to other agencies to which EPA has ac-
cess. To be able to include the most re-
cent CDR data and to account for an-
nual or other typical fluctuations in
manufacturing, EPA will use the five
most recent years of data submitted or
available to the Agency to develop the
preliminary list.

(3) Publication of preliminary list. (1)
For risk evaluations initiated by EPA
under section 6, the preliminary list
will be published at the time of final
designation of the chemical substance
as a High-Priority Substance.

40 CFR Ch. | (7-1-23 Edition)

(ii) For test rules under section 4, the
preliminary list will be published with
the proposed test rule.

(4) Public comment period. Following
publication of the preliminary list,
EPA will provide a period of public
comment that is no less than 30 days.

(5) Self-identification. All manufactur-
ers who have manufactured or im-
ported the chemical substance in the
previous five years, must submit notice
to EPA, irrespective of whether they
are included in the preliminary list
specified in paragraph (b)(3) of this sec-
tion. The notice must be submitted
electronically via EPA’s Central Data
Exchange (CDX), the Agency’s elec-
tronic reporting portal, using the
Chemical Information Submission Sys-
tem (CISS) reporting tool, and must
contain the following information:

(i) Contact information. The name and
address of the submitting company, the
name and address of the authorized of-
ficial for the submitting company, and
the name and telephone number of a
person who will serve as technical con-
tact for the submitting company and
who will be able to answer questions
about the information submitted by
the company to EPA.

(ii) Certification of cessation. If a man-
ufacturer has manufactured in the five-
year period preceding publication of
the preliminary list, but has ceased
manufacturer prior to the certification
cutoff dates identified in paragraph
(b)(6) of this section and will not manu-
facture the substance again in the suc-
cessive five years, the manufacturer
may submit a certification statement
attesting to these facts. If EPA re-
ceives such a certification statement
from a manufacturer, the manufac-
turer will not be obligated to pay the
fee under this section.

(iii) Certification of no manufacture. If
a manufacturer is identified on the pre-
liminary list, but has not manufac-
tured the chemical in the five-year pe-
riod preceding publication of the pre-
liminary list, the manufacturer may
submit a certification statement at-
testing to these facts. If EPA receives
such a certification statement from a
manufacturer, the manufacturer will
not be obligated to pay the fee under
this section.
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(6) Certification cutoff date. (i) For a
section 6 EPA-initiated risk evalua-
tion, the cutoff date for purposes of
paragraph (b)(5)(ii) of this section is
the day prior to initiation of the
prioritization process for the applica-
ble chemical substance.

(ii) For a section 4 test rule, the cut-
off date for purposes of paragraph
(b)(5)(ii) of this section is the day prior
to publication of the proposed test rule
for the applicable chemical substance.

(7T) Publication of final list. EPA ex-
pects to publish a final list of manufac-
turers to identify the specific manufac-
turers subject to the applicable fee.
This list will indicate if additional
manufacturers self-identified pursuant
to paragraph (b)(5) of this section, if
other manufacturers were identified
through credible public comment, and
if manufacturers submitted -certifi-
cation of cessation or no manufacture
pursuant to paragraph (b)(5)(ii) or (iii).
The final list will be published no later
than concurrently with the final scope
document for risk evaluations initiated
by EPA under section 6, and with the
final test rule for test rules under sec-
tion 4.

(8) Effect of final list. Manufacturers
who are listed on the final list are sub-
ject to the applicable fee identified in
paragraph (c) of this section.

(9) Identifying manufacturers for other
fee categories. For Section 4 Test Orders
and enforceable consent agreements,
and Section 6 Manufacturer-Requested
Risk Evaluations, EPA will not con-
duct the identification process de-
scribed in paragraphs (b)(1) through (8)
of this section, as manufacturers self-
identify through a submission or are
already otherwise known to Agency.
However, those manufacturers are re-
quired to provide an information sub-
mission to EPA for the purposes of fee
administration. The notice must be
submitted electronically via the Agen-
cy’s electronic reporting software (e.g.,
Central Data Exchange (CDX)) and
must contain the manufacturers: Full
name, address, telephone number and
email address. Timing of this submis-
sion must be as follows:

(i) For section 4 test orders and en-
forceable consent agreements, the in-
formational submission in this para-

§700.45

graph (b)(9) must be provided within 30
days following notification from EPA.

(ii) For section 6 manufacturer-re-
quested risk evaluations, the informa-
tional submission in this paragraph
(b)(9) is required as part of the proce-
dural process for making such requests,
and must be completed at the time of
making the request.

(c) Fees for the 2019, 2020 and 2021 fiscal
years. Persons shall remit fee payments
to EPA as follows:

(1) Small business concerns. Small
business concerns shall remit fees as
follows:

(1) Premanufacture notice and consoli-
dated premanufacture notice. Persons
shall remit a fee totaling $2,800 for
each premanufacture notice (PMN) or
consolidated (PMN) submitted in ac-
cordance with part 720 of this chapter.

(i1) Significant new use notice. Persons
shall remit a fee totaling $2,800 for
each significant new use notice (SNUN)
submitted in accordance with part 721
of this chapter.

(iii) Ezxemption application. Persons
shall remit a fee totaling $940 for each
of the following exemption requests
submitted under section 5 of the Act:

(A) Low releases and low exposures ex-
emption or LoOREX request submitted to
EPA pursuant to section 5(a)(1) of the
Act in accordance with §723.50(a)(1)(ii)
of this chapter.

(B) Low volume exemption or LVE re-
quest submitted to EPA pursuant to
section 5(a)(1) of the Act in accordance
with §723.50(a)(1)(i) of this chapter.

(C) Test marketing exemption or TME
application submitted to EPA pursuant
to section 5 of the Act in accordance
with §§725.300 through 725.355 of this
chapter.

(D) TSCA experimental release applica-
tion or TERA application submitted to
EPA pursuant to section 5 of the Act
for research and development activities
involving microorganisms in accord-
ance with §§725.200 through 725.260 of
this chapter.

(E) Tier II exemption application sub-
mitted to EPA pursuant to section 5 of
the Act in accordance with §§725.428
through 725.455 of this chapter.

(iv) Instant photographic film article
exemption notice. Persons shall remit a
fee totaling $940 for each instant photo-
graphic film article exemption notice
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submitted in accordance with §723.175
of this chapter.

(v) Microbial commercial activity notice
and consolidated microbial commercial ac-
tivity motice. Persons shall remit a fee
totaling $2,800 for each microbial com-
mercial activity notice (MCAN) or con-
solidated MCAN submitted in accord-
ance with §§725.25 through 725.36 of this
chapter.

(vi) Persons shall remit a total of
twenty percent of the applicable fee
under paragraph (c)(2)(vi), (vii) or (viii)
of this section for a test rule, test
order, or enforceable consent agree-
ment.

(vii) Persons shall remit a total fee of
twenty percent of the applicable fee
under paragraphs (c)(2)(ix) of this sec-
tion for an EPA-initiated risk evalua-
tion.

(viii) Persons shall remit the total
fee under paragraph (c)(2)(x) or (xi) of
this section, as applicable, for a manu-
facturer-requested risk evaluation.

(2) Others. Persons other than small
business concerns shall remit fees as
follows:

(i) PMN and consolidated PMN. Per-
sons shall remit a fee totaling $16,000
for each PMN or consolidated PMN
submitted in accordance with part 720
of this chapter.

(ii) SNUN. Persons shall remit a fee
totaling $16,000 for each significant new
use notice submitted in accordance
with part 721 of this chapter.

(iii) Exemption applications. Persons
shall remit a fee totaling $4,700 for
each of the following exemption re-
quests, and modifications to previous
exemption requests, submitted under
section 5 of the Act:

(A) Low releases and low exposures ex-
emption or LOREX request submitted to
EPA pursuant to section 5(a)(1) of the
Act in accordance with §723.50(a)(1)(ii)
of this chapter.

(B) Low volume exemption or LVE re-
quest submitted to EPA pursuant to
section 5(a)(1) of the Act in accordance
with §723.50(a)(1)(i) of this chapter.

(C) Test marketing exemption or TME
application submitted to EPA pursuant
to section 5 of the Act in accordance
with §§725.300 through 725.355 of this
chapter, unless the submitting com-
pany has graduated from EPA’s Sus-

10
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tainable Futures program, in which
case this exemption fee is waived.

(D) TSCA experimental release applica-
tion or TERA application submitted to
EPA pursuant to section 5 of the Act
for research and development activities
involving microorganisms in accord-
ance with §§725.200 through 725.260 of
this chapter.

(E) Tier II exemption application sub-
mitted to EPA pursuant to section 5 of
the Act in accordance with §§725.428
through 725.455 of this chapter.

(iv) Instant photographic film article
exemption notice. Persons shall remit a
fee totaling $4,700 for each exemption
notice submitted in accordance with
§723.175 of this chapter.

(v) MCAN and consolidated MCAN.
Persons shall remit a fee totaling
$16,000 for each MCAN or consolidated
MCAN submitted in accordance with
§§725.25 through 725.36 of this chapter.

(vi) Test rule. Persons shall remit a
fee totaling $9,800 for each test rule.

(vii) Test order. Persons shall remit a
fee totaling $29,500 for each test order.

(viiil) Enforceable consent agreement.
Persons shall remit a fee totaling
$22,800 for each enforceable consent
agreement.

(ix) EPA-initiated chemical risk evalua-
tion. Persons shall remit a fee totaling
$1,350,000.

(X) Manufacturer-requested risk evalua-
tion of a Work Plan Chemical. Persons
shall remit an initial fee of $1,250,000,
and final payment to total 50% of the
actual costs of this activity, in accord-
ance with the procedures in paragraph
(g) of this section. The final payment
amount will be determined by EPA,
and invoice issued to the requesting
manufacturer.

(xi) Manufacturer-requested risk eval-
uation of a non-work plan chemical. Per-
sons shall remit an initial fee of
$2,500,000, and final payment to total
100% of the actual costs of the activity,
in accordance with the procedures in
paragraph (g) of this section. The final
payment amount will be determined by
EPA, and invoice issued to the request-
ing manufacturer.

(d) Fees for 2022 fiscal year and beyond.
(1) Fees for the 2022 and later fiscal
years will be adjusted on a three-year
cycle by multiplying the fees in para-
graph (c) of this section by the current
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PPI index value with a base year of
2019 using the following formula:

FA =F xI

Where:

FA = the inflation-adjusted future year fee
amount.

F = the fee specified in paragraph (c) of this
section.

I = Producer Price Index for Chemicals and
Allied Products inflation value with 2019
as a base year.

(2) Updated fee amounts for PMNs,
SNUNs, MCANs, exemption applica-
tions and manufacturer-requested
chemical risk evaluation requests
apply to submissions received by the
Agency on or after October 1 of every
three-year fee adjustment cycle begin-
ning in fiscal year 2022 (October 1,
2021). Updated fee amounts also apply
to test rules, test orders, enforceable
consent agreements and EPA-initiated
chemical evaluations that are ‘‘no-
ticed” on or after October 1 of every
three-year fee adjustment cycle, begin-
ning in fiscal 2022.

(3) The Agency will initiate public
consultation through notice-and-com-
ment rulemaking prior to making fee
adjustments beyond inflation. If it is
determined that no additional adjust-
ment is necessary beyond for inflation,
EPA will provide public notice of the
inflation-adjusted fee amounts most
likely through posting to the Agency’s
web page by the beginning of each
three-year fee adjustment cycle (i.e.,
October 1, 2021, October 1, 2024, etc.). If
the Agency determines that adjust-
ments beyond inflation are necessary,
EPA will provide public notice of that
determination and the process to be
followed to make those adjustments.

(e) No fee required. Persons are ex-
empt from remitting any fee for Tier I
exemption submissions under §725.424
and polymer exemption reports sub-
mitted under §723.250 of this chapter.

(f) Multiple parties, including joint sub-
mitters and consortia. (1) Joint submit-
ters of a TSCA section 5 notice are re-
quired to remit the applicable fee iden-
tified in paragraph (c) of this section
for each section 5 notice submitted.
Only one fee is required for each sub-
mission, regardless of the number of
joint submitters for that notice. To
qualify for the fee identified in para-
graph (c¢)(1) of this section, each joint

11
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submitter of a TSCA section 5 notice
must qualify as a small business con-
cern under §700.43 of this chapter.

(2) Any consortium formed to split
the cost of the applicable fee under sec-
tion 4 of the Act is required to remit
the appropriate fee identified in para-
graph (c) of this section for each test
rule, test order, or enforceable consent
agreement regardless of the number of
manufacturers and/or processors in
that consortium. For the consortium
to qualify for the fee identified in para-
graph (c)(1) of this section, each person
in the consortium must qualify as a
small business concern under §700.43 of
this chapter. Failure to submit fee pay-
ment pursuant to this paragraph, or to
provide notice of failure to reach
agreement pursuant to paragraph
() (2)(v) of this section constitutes a
violation by each consortium member.

(i) The consortium must identify a
principal sponsor and provide notifica-
tion to EPA that a consortium has
formed. The notification must be ac-
complished within 60 days of the publi-
cation date of a test rule under section
4 of the Act, or within 60 days of the
issuance of a test order under Section 4
of the Act, or within 60 days of the
signing of an enforceable consent
agreement under section 4 of the Act.
EPA may permit additional entities to
join an existing consortium prior to
the expiration of the notification pe-
riod if the principal sponsor provides
updated notification.

(ii) Notification must be submitted
electronically via the Agency’s elec-
tronic reporting software—Central
Data Exchange (CDX)—and include the
following information:

(A) Full name, address, telephone
number and signature of principal
Sponsor;

(B) Name(s) and contact information
for each manufacturer and/or processor
associating with the consortium.

(iii) It is up to the consortium to de-
termine how fees will be split among
the persons in the consortium.

(iv) Comnsortia are strongly encour-
aged to set lower fees for small busi-
ness concerns participating in the con-
sortium.

(v) If a consortium is unable to come
to terms on how fees will be split
among the persons in the consortium,
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the principal sponsor must notify EPA
in writing before the end of the notifi-
cation period in paragraph (f)(2)(i) of
this section.

(vi) If a consortium provides notice
to EPA under paragraph (£)(2)(v) of this
section that they failed to reach agree-
ment on payment, EPA will assess fees
to all persons as individuals described
under paragraph (f)(4) of this section.

(3) Any consortium formed to split
the cost of the applicable fee sup-
porting a risk evaluation under section
6(b) of the Act is required to remit the
appropriate fee identified in paragraph
(c) of this section for each risk evalua-
tion, regardless of the number of manu-
facturers in that consortium. For the
consortium to qualify for the fee iden-
tified in paragraph (c)(1)(vii) of this
section, each person in the consortium
must qualify as a small business con-
cern under §700.43 of this chapter. Fail-
ure to provide notice or submit fee pay-
ment pursuant to this paragraph (f)(3)
constitutes a violation by each consor-
tium member.

(i) Notification must be provided to
EPA that a consortium has formed.
The notification must be accomplished
within 60 days of the publication of the
final scope of a chemical risk evalua-
tion under section 6(b)(4)(D) of the Act
or within 60 days of EPA providing no-
tification to a manufacturer that a
manufacturer-requested risk evalua-
tion has been granted.

(ii) Notification must be submitted
electronically via the Agency’s elec-
tronic reporting software—Central

40 CFR Ch. | (7-1-23 Edition)

Data Exchange (CDX)—and include the
following information:

(A) Full name, address, telephone
number and signature of principal
sponsor;

(B) Name(s) and contact information
for each manufacturer and/or processor
associating with the consortium.

(iii) It is up to the consortium to de-
termine how fees will be split among
the persons in the consortium.

(iv) Consortia are strongly encour-
aged to set lower fees for small busi-
ness concerns participating in the con-
sortium.

(v) If a consortium is unable to come
to terms on how fees will be split
among the persons in the consortium,
the principal sponsor must notify EPA
in writing before the end of the notifi-
cation period in paragraph (f)(3)(i) of
this section.

(vi) If a consortium provides notice
to EPA under paragraph (f)(3)(v) of this
section that they failed to reach agree-
ment on payment, EPA will assess fees
to all persons as individuals as de-
scribed under paragraph (f)(4) of this
section.

(4) If multiple persons are subject to
fees triggered by section 4 or 6(b) of the
Act and no consortium is formed, EPA
will determine the portion of the total
applicable fee to be remitted by each
person subject to the requirement.
Each person’s share of the applicable
fee specified in paragraph (c) of this
section shall be in proportion to the
total number of manufacturers and/or
processors of the chemical substance,
with lower fees for small businesses:

F
Ps= 0.2 x
M,
F
F- 0.2 x x Mg

M,

P,=
(M- M)
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Where:

P; = the portion of the fee under paragraph
(c) of this section that is owed by a per-
son who qualifies as a small business
concern under §700.43 of this chapter.

P, = the portion of the fee owed by a person
other than a small business concern.

F = the total fee required under paragraph
(c) of this section.

M, = the total number of persons subject to
the fee requirement.

M; = the number of persons subject to the fee
requirement who qualify as a small busi-
ness concern.

(5) If multiple persons are subject to
fees triggered by section 4 or 6(b) of the
Act and some inform EPA of their in-
tent to form a consortium while others
choose not to associate with the con-
sortium, EPA will take the following
steps to allocate fee amounts:

(i) Count the total number of manu-
facturers, including the number of
manufacturers within any consortia;
divide the total fee amount by the
total number of manufacturers; and al-
locate equally on a per capita basis to
generate a base fee.

(ii) Provide all small businesses who
are either not associated with a consor-
tium, or associated with an all-small
business consortium with an 80% dis-
count from the base fee referenced pre-
viously.

(iii) Calculate the total remaining fee
and total number of remaining manu-
facturers by subtracting out the dis-
counted fees and the number of small
businesses identified;

(iv) Reallocate the remaining fee
across those remaining individuals and
groups in equal amounts, counting
each manufacturer in a consortium as
one person; and

(v) Inform consortia and individuals
of their requisite fee amount. Small
businesses in a successfully-formed
consortium, other than a consortium of
all small businesses will not be af-
forded the 80% discount by EPA, but
consortia managers are strongly en-
couraged to provide a discount for
small business concerns.

(g) Remittance procedure—(1) Elec-
tronic payment. Each remittance under
this section shall be paid electronically
in U.S. dollars, using one of the elec-
tronic payment methods supported by
the Department of the Treasury’s
Pay.gov online electronic payment

13

§700.45

service, or any applicable additional or
successor online electronic payment
service offered by the Department of
Treasury.

(2) Fees incurred prior to October 18,
2018. Timing of payment for fees in-
curred between October 1, 2018 and Oc-
tober 18, 2018. Fees required by para-
graph (c) of this section for which the
fee-triggering action or event occurred
between October 1, 2018, and October 18,
2018 shall be paid in response to in-
voices EPA will send within 30 days of
October 18, 2018.

(3) Fees incurred after October 18, 2018.
Timing of payment for fees incurred
after October 18, 2018. Fees required by
paragraph (c¢) of this section for which
the fee-triggering action or event oc-
curred after October 18, 2018 shall be
paid at the following time:

(1) Test orders and test rules. The appli-
cable fee specified in paragraph (c) of
this section shall be paid in full not
later than 120 days after the effective
date of a test rule or test order under
section 4 of the Act.

(i) Enforceable consent agreements.
The applicable fee specified in para-
graph (c) of this section shall be paid in
full not later than 120 days after the
signing of an enforceable consent
agreement under section 4 of the Act.

(iii) Section 5 notice. The applicable
fee specified in paragraph (c) of this
section shall be paid in full imme-
diately upon submission of a TSCA sec-
tion b notice.

(iv) Risk evaluations. (A) For EPA-ini-
tiated risk evaluations, the applicable
fee specified in paragraph (c) of this
section shall be paid in full not later
than 120 days after EPA publishes the
final scope of a chemical risk evalua-
tion under section 6(b)(4)(D) of the Act.

(B) For manufacturer-requested risk
evaluations under section 6(b)(4)(C)(ii)
of the Act, the applicable fees specified
in paragraph (c) of this section shall be
paid as follows:

(I) The first payment towards the ap-
plicable fee specified in paragraph (c)
of this section shall be paid in full not
later than 30 days after EPA provides
the submitting manufacture(s) notice
that it has granted the request.

(2) The final payment towards the ap-
plicable fee specific in paragraph (c) of
this section shall be paid in full not
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later than 30 days after EPA publishes
a final risk evaluation in the FEDERAL
REGISTER.

(4) Payment identity. (i) Persons who
submit a TSCA section 5 notice shall
place an identifying number and a pay-
ment identity number on the front
page of each T'SCA section 5 notice sub-
mitted. The identifying number must
include the letters “T'S”’ followed by a
combination of 6 numbers (letters may
be substituted for some numbers). The
payment identity number may be a
“Pay.gov”’ transaction number used to
transmit the fee. The same TS number
and the submitter’s name must appear
on the corresponding fee remittance
under this section. If a remittance ap-
plies to more than one TSCA section 5
notice, the person shall include the
name of the submitter and a new TS
number for each TSCA section 5 notice
to which the remittance applies, and
the amount of the remittance that ap-
plies to each notice.

(ii) Persons who are required to sub-
mit a letter of intent to conduct test-
ing per §790.45 of this chapter shall
place a payment identity number on
the front page of each letter submitted.
The identifying number must include
the letters “TS” followed by a com-
bination of 6 numbers (letters may be
substituted for some numbers). The
payment identity number may be a
“Pay.gov” transaction number used to
transmit the fee. The same TS number
and the submitter’s name must appear
on the corresponding fee remittance
under this section. If a remittance ap-
plies to more than one letter of intent
to conduct testing, the person shall in-
clude the name of the submitter and a
new TS number for each letter of in-
tent to conduct testing to which the
remittance applies, and the amount of
the remittance that applies to each let-
ter of intent.

(iii) Persons who sign an enforceable
consent agreement per §790.60 of this
chapter shall place a payment identity
number within the contents of the
signed agreement. The identifying
number must include the letters “TS”
followed by a combination of 6 numbers
(letters may be substituted for some
numbers). The payment identity num-
ber may be a ‘‘Pay.gov”’ transaction
number used to transmit the fee. The
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same TS number and the submitter’s
name must appear on the cor-
responding fee remittance under this
section. If a remittance applies to more
than one enforceable consent agree-
ment, the party or parties shall include
the name of the submitter(s) and a new
TS number for each enforceable con-
sent agreement to which the remit-
tance applies, and the amount of the
remittance that applies to each en-
forceable consent agreement.

(5) Small business certification. (i) Each
person who remits the fee identified in
paragraph (c)(1) of this section for a
PMN, consolidated PMN, or SNUN
shall insert a check mark for the state-
ment, “The company named in part 1,
section A is a small business concern
under 40 CFR 700.43 and has remitted a
fee of $2,800 in accordance with 40 CFR
700.45(c).”” under “CERTIFICATION” on
page 2 of the Premanufacture Notice
for New Chemical Substances (EPA
Form 7710-25). This form is available on
EPA’s website at https:/cdzx.epa.gov/SSL/
PMN/Outbound/Elec-
tronic_ PMN Form__ version2.pdf.

(ii) Each person who remits the fee
identified in paragraph (c)(1) of this
section for a LVE, LoREX, TERA,
TMEA, or Tier II exemption request
under TSCA section 5 shall insert a
check mark for the statement, ‘“The
company named in part 1, section A is
a small business concern under 40 CFR
700.43 and has remitted a fee of $940 in
accordance with 40 CFR 700.45(c).” in
the exemption application.

(iii) Each person who remits the fee
identified in paragraph (c)(1) of this
section for an exemption notice under
§723.175 of this chapter shall include
the words, ‘“The company or companies
identified in this notice is/are a small
business concern under 40 CFR 700.43
and has/have remitted a fee of $940 in
accordance with 40 CFR 700.45(c).” in
the certification required in
§723.175(1)(1)(x) of this chapter.

(iv) Each person who remits the fee
identified in paragraph (c)(1) of this
section for a MCAN or consolidated
MCAN for a microorganism shall insert
a check mark for the statement, ‘““The
company named in part 1, section A is
a small business concern under 40 CFR
700.43 and has remitted a fee of $2,800 in
accordance with 40 CFR 700.45(c).” in
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the certification required in §725.25(b)
of this chapter.

(6) Payment certification statement. (i)
Each person who remits a fee identified
in paragraph (c)(2) of this section for a
PMN, consolidated PMN, or SNUN
shall insert a check mark for the state-
ment, “The company named in part 1,
section A has remitted the fee of $16,000
specified in 40 CFR 700.45(c).”” under
“CERTIFICATION” on page 2 of the
Premanufacture Notice for New Chem-
ical Substances (EPA Form 7710-25).

(ii) Each person who remits a fee
identified in paragraph (c)(2) of this
section for a LVE, LoREX, TERA,
TMEA, or Tier II exemption request
under TSCA section 5 shall insert a
check mark for the statement, ‘“The
company named in part 1, section A
has remitted the fee of $4,700 specified
in 40 CFR 700.45(c).” in the exemption
application.

(iii) Each person who remits the fee
identified in paragraph (c)(2) of this
section for an exemption notice under
§723.175 of this chapter shall include
the words, ‘“The company or companies
identified in this notice has/have re-
mitted a fee of $4,700 in accordance
with 40 CFR 700.45(c).” in the certifi-
cation required in §723.175(i)(1)(x) of
this chapter.

(iv) Each person who remits the fee
identified in paragraph (c)(2) of this
section for a MCAN for a microorga-
nism shall insert a check mark for the
statement, ‘‘“The company named in
part 1, section A has remitted the fee
of $16,000 in accordance with 40 CFR
700.45(c).” in the certification required
in §725.25(b) of this chapter.

(h) Full fee refunds. EPA will refund,
in totality, any fee paid for a section 5
notice whenever the Agency deter-
mines:

(1) That the chemical substance that
is the subject of a PMN, consolidated
PMN, exemption request, or exemption
notice, is not a new chemical substance
as of the date of submission of the no-
tice,

(2) In the case of a SNUN, that the
notice was not required,

(3) That as of the date of submission
of the notice: The microorganism that
is the subject of a MCAN or consoli-
dated MCAN is not a new microorga-
nism; nor is the use involving the
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microorganism a significant new use;
or

(4) When the Agency fails to make a
determination on a notice by the end of
the applicable notice review period
under §720.75 or §725.50 of this chapter,
unless the Agency determines that the
submitter unduly delayed the process,
or

(5) When the Agency fails to approve,
or deny an exemption request within
the applicable period under §720.38(d),
§723.50(g), or §725.50(b) of this chapter,
unless the Agency determines that the
submitter unduly delayed the process.

(i) Partial fee refunds. (1) If a TSCA
section 5 notice is withdrawn during
the first 10 business days after the be-
ginning of the applicable review period
under §720.75(a) of this chapter, the
Agency will refund all but 25% of the
fee as soon as practicable.

(2) Once withdrawn, any future sub-
mission related to the TSCA section 5
notice must be submitted as a new no-
tice.

(3) If EPA determines that the initial
payment for a manufacturer-requested
risk evaluation exceed the applicable
fee in paragraph (c) of this section,
EPA will refund the difference.

[83 FR 52714, Oct. 17, 2018]

§700.49 Failure to remit fees.

(a) EPA will not consider a TSCA
section 5 notice to be complete unless
the appropriate certification under
§700.45(g) is included and until the ap-
propriate remittance under §700.45(c)
has been submitted as provided in
§700.45(g). EPA will notify the sub-
mitter of a section 5 notice that it is
incomplete in accordance with
§§720.65(c) and 725.33(b)(1) of this chap-
ter.

(b) Failure to submit the appropriate
remittance specified under §700.45(c)
for a test order, test rule, enforceable
consent agreement, or EPA-initiated
risk evaluation as provided in §700.45(g)
is a violation of TSCA and enforceable
under section 15 of the Act.

(c) EPA will not initiate a manufac-
turer-requested risk evaluation the re-
quest for which the Agency has other-
wise determined to be complete unless
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EPA has determined to grant the re-
quest and the appropriate initial remit-
tance under §700.45(c) has been sub-
mitted as provided in §700.45(g).

(d) Failure to submit the appropriate
final remittance specified under
§700.45(c) for a manufacturer-requested
risk evaluation as provided in §700.45(g)
is a violation of TSCA and enforceable
under section 15 of the Act.

[83 FR 52719, Oct. 17, 2018]
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Subpart A—Procedures for
Prioritization of Chemical Sub-
stances for Risk Evaluation

SOURCE: 82 FR 33762, July 20, 2017, unless
otherwise noted.

§702.1 General provisions.

(a) Purpose. This regulation estab-
lishes the risk-based screening process
for designating chemical substances as
a High-Priority Substance or a Low-
Priority Substance for risk evaluation
as required under section 6(b) of the

Toxic Substances Control Act, as
amended (15 U.S.C. 2605(b)).
(b) Scope of designations. EPA will

make priority designations pursuant to
these procedures for a chemical sub-
stance, not for a specific condition or
conditions of uses of a chemical sub-
stance.

(c) Categories of chemical substances.
Nothing in this subpart shall be inter-
preted as a limitation on EPA’s au-
thority under 15 U.S.C. 2625(c) to take
action, including the actions con-
templated in this subpart, on a cat-
egory of chemical substances.

(d) Prioritication timeframe. The Agen-
cy will publish a final priority designa-
tion for a chemical substance in no
fewer than 9 months and no longer
than 1 year following initiation of
prioritization pursuant to §702.7.

(e) Metals or metal compounds. EPA
will identify priorities for chemical
substances that are metals or metal
compounds in accordance with 15
U.S.C. 2605(b)(2)(E).

(f) Applicability. These regulations do
not apply to any chemical substance
for which a manufacturer requests a
risk evaluation under 15 TU.S.C.
2605(b)(4)(C).

(g) Scientific standards and weight of
the scientific evidence. EPA’s proposed
priority designations under §702.9 and
final priority designations under
§702.11 will be consistent with the sci-
entific standards provision in 15 U.S.C.
2625(h) and the weight of the scientific
evidence provision in 15 U.S.C. 2625(i).

(h) Interagency collaboration. EPA will
consult with other relevant Federal
Agencies during the administration of
this subpart.
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§702.3 Definitions.

For purposes of this subpart, the fol-
lowing definitions apply:

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

Conditions of wuse means the cir-
cumstances, as determined by the Ad-
ministrator, under which a chemical
substance is intended, known, or rea-
sonably foreseen to be manufactured,
processed, distributed in commerce,
used, or disposed of.

EPA means the U.S. Environmental
Protection Agency.

High-priority substance means a chem-
ical substance that EPA determines,
without consideration of costs or other
non-risk factors, may present an un-
reasonable risk of injury to health or
the environment because of a potential
hazard and a potential route of expo-
sure under the conditions of use, in-
cluding an unreasonable risk to poten-
tially exposed or susceptible sub-
populations identified as relevant by
EPA.

Low-priority substance means a chem-
ical substance that EPA concludes,
based on information sufficient to es-
tablish, without consideration of costs
or other non-risk factors, does not
meet the standard for a High-Priority
Substance.

Potentially exposed or susceptible sub-
population means a group of individuals
within the general population identi-
fied by the Administrator who, due to
either greater susceptibility or greater
exposure, may be at greater risk than
the general population of adverse
health effects from exposure to a chem-
ical substance or mixture, such as in-
fants, children, pregnant women, work-
ers, or the elderly.

Reasonably available information
means information that EPA possesses
or can reasonably generate, obtain and
synthesize for use, considering the
deadlines specified in 15 U.S.C. 2605(b)
for prioritization and risk evaluation.
Information that meets such terms is
reasonably available information
whether or not the information is con-
fidential business information that is
protected from public disclosure under
15 U.S.C. 2613.
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§702.4 [Reserved]

§702.5 Candidate selection.

(a) General objective. In selecting can-
didates for a High-Priority Substance
designation, it is EPA’s general objec-
tive to select those chemical sub-
stances with the greatest hazard and
exposure potential first, considering
reasonably available information on
the relative hazard and exposure of po-
tential candidates. In selecting can-
didates for Low-Priority Substance
designation, it is EPA’s general objec-
tive to select those chemical sub-
stances with hazard and/or exposure
characteristics under the conditions of
use such that a risk evaluation is not
warranted at the time to determine
whether the chemical substance pre-
sents an unreasonable risk of injury to
health or the environment, including
an unreasonable risk to potentially ex-
posed or susceptible subpopulations
identified as relevant by EPA.

(b) Available information. EPA expects
to ensure that there is reasonably
available information to meet the
deadlines for prioritization under the
Act.

(c) Preferences and TSCA work plan. In
selecting a candidate for prioritization
as a High-Priority Substance, EPA
will:

(1) Give preference to:

(i) Chemical substances that are list-
ed in the 2014 update of the TSCA Work
Plan for Chemical Assessments as hav-
ing a persistence and bioaccumulation
score of 3; and

(ii) Chemical substances that are
listed in the 2014 update of the TSCA
Work Plan for Chemical Assessments
that are known human carcinogens and
have high acute and chronic toxicity;
and

(2) Identify a sufficient number of
candidates from the 2014 update of the
TSCA Work Plan for Chemical Assess-
ments to ensure that, at any given
time, at least 50 percent of risk evalua-
tions being conducted by EPA are
drawn from that list until all sub-
stances on the list have been des-
ignated as either a High-Priority Sub-
stance or Low-Priority Substance pur-
suant to §702.11.

(d) Purpose. The purpose of the pref-
erences and criteria in paragraphs (a)
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through (c) of this section is to inform
EPA’s decision whether or not to ini-
tiate the prioritization process pursu-
ant to §702.7, and the proposed designa-
tion of the chemical substance as ei-
ther a High-Priority Substance or a
Low-Priority Substance pursuant to
§702.9.

(e) Insufficient information. If EPA be-
lieves it would not have sufficient in-
formation for purposes of
prioritization, EPA generally expects
to obtain the information necessary to
inform prioritization prior to initiating
the process pursuant to §702.9, using
voluntary means of information gath-
ering and, as necessary, exercising its
authorities under the Act in accord-
ance with the requirements of 15 U.S.C.
2603, 15 U.S.C. 2607, and 15 U.S.C. 2610.
In exercising its authority under 15
U.S.C. 2603(a)(2), EPA will identify the
need for the information in accordance
with 15 U.S.C. 2603(a)(3).

§702.7 Initiation of
process.

(a) EPA generally expects to initiate
the prioritization process for a chem-
ical substance only when it believes
that the information necessary to
prioritize the substance is reasonably
available.

(b) EPA will initiate prioritization by
publishing a notice in the FEDERAL
REGISTER identifying a chemical sub-
stance for prioritization. EPA will in-
clude a general explanation in this no-
tice for why it chose to initiate the
process on the chemical substance.

(c) The prioritization timeframe in
§702.1(d) begins upon EPA’s publication
of the notice described in paragraph (b)
of this section.

(d) Publication of the notice in the
FEDERAL REGISTER pursuant to para-
graph (b) of this section will initiate a
period of 90 days during which inter-
ested persons may submit relevant in-
formation on that chemical substance.
Relevant information might include,
but is not limited to, any information
that may inform the screening review
conducted pursuant to §702.9(a). EPA
will open a separate docket for each
chemical substance to facilitate re-
ceipt of information.

(e) EPA may, in its discretion, extend
the public comment period in para-

prioritization
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graph (d) of this section for up to three
months in order to receive or evaluate
information submitted under 15 U.S.C.
2603(a)(2)(B). The length of the exten-
sion will be based upon EPA’s assess-
ment of the time necessary for EPA to
receive and/or evaluate information
submitted under 15 U.S.C. 2603(a)(2)(B).

§702.9 Screening review and proposed
priority designation.

(a) Screening review. Following the
close of the comment period described
in §702.7(d), including any extension
pursuant to paragraph (e) of that sec-
tion, EPA will generally use reason-
ably available information to screen
the candidate chemical substance
against the following criteria and con-
siderations:

(1) The chemical substance’s hazard
and exposure potential;

(2) The chemical substance’s persist-
ence and bioaccumulation;

(3) Potentially exposed or susceptible
subpopulations;

(4) Storage of the chemical substance
near significant sources of drinking
water;

(5) The chemical substance’s condi-
tions of use or significant changes in
conditions of use;

(6) The chemical substance’s produc-
tion volume or significant changes in
production volume; and

(7) Other risk-based criteria that
EPA determines to be relevant to the
designation of the chemical sub-
stance’s priority.

(b) Information sources. In conducting
the screening review in paragraph (a)
of this section, EPA expects to con-
sider sources of information relevant
to the listed criteria and consistent
with the scientific standards provision
in 15 U.S.C. 2625(h), including, as appro-
priate, sources for hazard and exposure
data listed in Appendices A and B of
the TSCA Work Plan Chemicals: Meth-
ods Document (February 2012).

(c) Proposed designation. Based on the
results of the screening review in para-
graph (a) of this section, relevant infor-
mation received from the public as de-
scribed in §702.7(d), and other informa-
tion as appropriate and consistent with
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15 U.S.C. 2625(h) and (i), EPA will pro-
pose to designate the chemical sub-
stance as either a High-Priority Sub-
stance or Low-Priority Substance,
along with an identification of the in-
formation, analysis, and basis used to
support the proposed designation.

(d) Costs and mnon-risk factors. EPA
will not consider costs or other non-
risk factors in making a proposed pri-
ority designation.

(e) Insufficient information. If infor-
mation remains insufficient to enable
the proposed designation of the chem-
ical substance as a Low-Priority Sub-
stance after any extension of the ini-
tial public comment period pursuant to
§702.7(e), EPA will propose to designate
the chemical substance as a High-Pri-
ority Substance.

(f) Conditions of use. EPA will propose
to designate a chemical substance as a
High-Priority Substance based on the
proposed conclusion that the chemical
substance satisfies the definition of
High-Priority Substance in §702.3
under one or more activities that the
Agency determines constitute condi-
tions of use. EPA will propose to des-
ignate a chemical substance as a Low-
Priority Substance based on the pro-
posed conclusion that the chemical
substance meets the definition of Low-
Priority Substance in §702.3 under the
activities that the Agency determines
constitute conditions of use.

(g) Publication. EPA will publish the
proposed designation in the FEDERAL
REGISTER, along with an identification
of the information, analysis and basis
used to support a proposed designation,
in a form and manner that EPA deems
appropriate, and provide a comment
period of 90 days, during which time
the public may submit comment on
EPA’s proposed designation. EPA will
open a docket to facilitate receipt of
public comment.

§702.11 Final priority designation.

(a) After considering any additional
information collected from the pro-
posed designation process in §702.9, as
appropriate, EPA will finalize its des-
ignation of a chemical substance as ei-
ther a High-Priority Substance or a
Low-Priority  Substance consistent
with 15 U.S.C. 2625(h) and (i).
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(b) EPA will not consider costs or
other non-risk factors in making a
final priority designation.

(c) EPA will publish each final pri-
ority designation in the FEDERAL REG-
ISTER, along with an identification of
the information, analysis, and basis
used to support a final designation con-
sistent with 15 U.S.C. 2625(h), (i) and
(j). For High-Priority Substance des-
ignations, EPA generally expects to in-
dicate which condition(s) of use were
the primary basis for such designa-
tions.

(d) As required in 15 TU.S.C.
2605(b)(3)(C), EPA will finalize a des-
ignation for at least one High-Priority
Substance for each risk evaluation it
completes, other than a risk evaluation
that was requested by a manufacturer
pursuant to subpart B of this part. The
obligation in 15 U.S.C. 2605(b)(3)(C) will
be satisfied by the designation of at
least one High-Priority Substance
where such designation specifies the
risk evaluation that the designation
corresponds to, and where the designa-
tion occurs within a reasonable time
before or after the completion of the
risk evaluation.

§702.13 Revision of designation.

EPA may revise a final designation
of a chemical substance from Low-Pri-
ority to High-Priority Substance at
any time based on reasonably available
information. To revise such a designa-
tion, EPA will re-initiate the
prioritization process on that chemical
substance in accordance with §702.7, re-
screen the chemical substance and pro-
pose a priority designation pursuant to
§702.9, and finalize the priority des-
ignation pursuant to §702.11.

§702.15 Effect of designation as a low-
priority substance.

Designation of a chemical substance
as a Low-Priority Substance under
§702.11 means that a risk evaluation of
the chemical substance is not war-
ranted at the time, but does not pre-
clude EPA from later revising the des-
ignation pursuant to §702.13, if war-
ranted. Designation as a Low-Priority
Substance is not a finding that the
chemical substance does not present an
unreasonable risk, but rather that it
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does not meet the High-Priority Sub-
stance definition.

§702.17 Effect of designation as a
high-priority substance.

Final designation of a chemical sub-
stance as a High-Priority Substance
under §702.11 initiates a risk evalua-
tion pursuant to subpart B of this part.
Designation as a High-Priority Sub-
stance is not a final agency action and
is not subject to judicial review until
the date of promulgation of the associ-
ated final rule under section 6(a). Des-
ignation as a High-Priority Substance
is not a finding that the chemical sub-
stance presents an unreasonable risk.

Subpart B—Procedures for Chem-
ical Substance Risk Evalua-
tions

SOURCE: 82 FR 33747, July 20, 2017, unless
otherwise noted.

§702.31 General provisions.

(a) Purpose. This subpart establishes
the EPA process for conducting a risk
evaluation to determine whether a
chemical substance presents an unrea-
sonable risk of injury to health or the
environment as required under TSCA
section 6(b)(4)(B) (15 U.s.C.
2605(b)(4)(B)).

(b) Scope. These regulations establish
the general procedures, key definitions,
and timelines EPA will use in a risk
evaluation conducted pursuant to
TSCA section 6(b) (156 U.S.C. 2605(b)).

(c) Applicability. The requirements of
this part apply to all chemical sub-
stance risk evaluations initiated pursu-
ant to TSCA section 6(b) (15 U.S.C.
2605(b)).

(d) Enforcement. Submission to EPA
of inaccurate, incomplete, or mis-
leading information pursuant to a risk
evaluation conducted pursuant to 15
U.S.C. 2605(b)(4)(B) is a prohibited act
under 15 U.S.C. 2614, subject to pen-
alties under 15 U.S.C. 2615 and Title 18
of the U.S. Code.

§702.33 Definitions.

All definitions in TSCA apply to this
subpart. In addition, the following defi-
nitions apply:
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Act means the Toxic Substances Con-
trol Act, as amended (15 U.S.C. 2601 et
seq.).

Aggregate exposure means the com-
bined exposures to an individual from a
single chemical substance across mul-
tiple routes and across multiple path-
ways.

Best available science means science
that is reliable and unbiased. Use of
best available science involves the use
of supporting studies conducted in ac-
cordance with sound and objective
science practices, including, when
available, peer reviewed science and
supporting studies and data collected
by accepted methods or best available
methods (if the reliability of the meth-
od and the nature of the decision justi-
fies use of the data). Additionally, EPA
will consider as applicable:

(1) The extent to which the scientific
information, technical procedures,
measures, methods, protocols, meth-
odologies, or models employed to gen-
erate the information are reasonable
for and consistent with the intended
use of the information;

(2) The extent to which the informa-
tion is relevant for the Administrator’s
use in making a decision about a chem-
ical substance or mixture;

(3) The degree of clarity and com-
pleteness with which the data, assump-
tions, methods, quality assurance, and
analyses employed to generate the in-
formation are documented;

(4) The extent to which the varia-
bility and uncertainty in the informa-
tion, or in the procedures, measures,
methods, protocols, methodologies, or
models, are evaluated and character-
ized; and

(5) The extent of independent
verification or peer review of the infor-
mation or of the procedures, measures,
methods, protocols, methodologies or
models.

Conditions of wuse means the cir-
cumstances, as determined by the Ad-
ministrator, under which a chemical
substance is intended, known, or rea-
sonably foreseen to be manufactured,
processed, distributed in commerce,
used, or disposed of.

EPA means the U.S. Environmental
Protection Agency.
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Pathways means the mode through
which one is exposed to a chemical sub-
stance, including but not limited to:
Food, water, soil, and air.

Potentially exposed or susceptible sub-
population means a group of individuals
within the general population identi-
fied by the Agency who, due to either
greater susceptibility or greater expo-
sure, may be at greater risk than the
general population of adverse health
effects from exposure to a chemical
substance or mixture, such as infants,
children, pregnant women, workers, or
the elderly.

Reasonably available information
means information that EPA possesses
or can reasonably generate, obtain, and
synthesize for use in risk evaluations,
considering the deadlines specified in
TSCA section 6(b)(4)(G) for completing
such evaluation. Information that
meets the terms of the preceding sen-
tence is reasonably available informa-
tion whether or not the information is
confidential business information, that
is protected from public disclosure
under TSCA section 14.

Routes means the particular manner
by which a chemical substance may
contact the body, including absorption
via ingestion, inhalation, or dermally
(integument).

Sentinel exposure means the exposure
from a single chemical substance that
represents the plausible upper bound of
exposure relative to all other exposures
within a broad category of similar or
related exposures.

Uncertainty means the imperfect
knowledge or lack of precise knowledge
of the real world either for specific val-
ues of interest or in the description of
the system.

Variability means the inherent nat-
ural variation, diversity, and hetero-
geneity across time and/or space or
among individuals within a population.

Weight of scientific evidence means a
systematic review method, applied in a
manner suited to the nature of the evi-
dence or decision, that uses a pre-es-
tablished protocol to comprehensively,
objectively, transparently, and consist-
ently, identify and evaluate each
stream of evidence, including
strengths, limitations, and relevance of
each study and to integrate evidence as
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necessary and appropriate based upon
strengths, limitations, and relevance.

§702.35 Chemical substances
ignated for risk evaluation.

(a) Chemical substances undergoing risk
evaluation. A risk evaluation for a
chemical substance designated by the
Agency as a High-Priority Substance
pursuant to the prioritization process
described in subpart A, identified under
15 U.S.C. 2605(b)(2)(A), or initiated at
the request of a manufacturer or manu-
facturers under §702.37, will be con-
ducted in accordance with this part,
except that risk evaluations that are
initiated prior to the effective date of
this rule will be conducted in accord-
ance with this part to the maximum
extent practicable.

(b) Percentage requirements. The Agen-
cy will ensure that, of the number of
chemical substances that undergo risk
evaluation under 15 U.Ss.C.
2605(b)(4)(C)(i), the number of chemical
substances undergoing risk evaluation
under 15 U.S.C. 2605(b)(4)(C)(ii) is not
less than 25%, if sufficient requests
that comply with 702.37, and not more
than 50%.

(c) Manufacturer requests for work plan
chemical substances. Manufacturer re-
quests for risk evaluations, described
in paragraph (a) of this section, for
chemical substances that are drawn
from the 2014 update of the TSCA Work
Plan for Chemical Assessments will be
granted at the discretion of the Agen-
cy. Such evaluations are not subject to
the percentage requirements in para-
graph (b) of this section.

des-

§702.37 Submission of manufacturer
requests for risk evaluations.

(a) General provision. Any request
that EPA conduct a risk evaluation
pursuant to this part must comply
with all the procedures and criteria in
this section to be eligible to be granted
by EPA.

(b) Method for submission. One or more
manufacturers of a chemical substance
may request that EPA conduct a risk
evaluation. All requests submitted to
EPA under this subpart must be sub-
mitted via the EPA Central Data Ex-
change (CDX) found at hitp://
cdx.epa.gov. Requests must include all
of the following information:
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(1) Name, mailing address, and con-
tact information of the entity (or enti-
ties) submitting the request. If more
than one manufacturer submits the re-
quest, all individual manufacturers
must provide their contact informa-
tion.

(2) The chemical identity of the
chemical substance that is the subject
of the request. At a minimum, this in-
cludes, all known names of the chem-
ical substance, including common or
trades names, CAS number, and molec-
ular structure of the chemical sub-
stance A request for risk evaluations of
a category of chemical substances
must include an explanation of why the
category is appropriate under 15 U.S.C.
2625(c), and EPA will grant such re-
quest only upon determining that the
requested category is appropriate for
risk evaluation.

(3) The manufacturer must identify
the circumstances on which they are
requesting that EPA conduct a risk
evaluation and include a rationale for
why these circumstances constitute
conditions of use under §702.33.

(4) The request must also include a
list of all the existing information that
is relevant to whether the chemical
substance, under the circumstances
identified by the manufacturer(s), pre-
sents an unreasonable risk of injury to
health or the environment. The list
must be accompanied by an expla-
nation as to why such information is
adequate to permit EPA to complete a
risk evaluation addressing the cir-
cumstances identified by the manufac-
turer(s), The request need not include
copies of the information; citations are
sufficient, if the information is pub-
lically available. The request must in-
clude or reference all available infor-
mation on the health and environ-
mental hazard(s) of the chemical sub-
stance, human and environmental ex-
posure(s), and exposed population(s), as
relevant to the circumstances identi-
fied in the request. At a minimum, this
must include all the following, as rel-
evant to the circumstances identified:

(i) The chemical substance’s hazard
and exposure potential;

(ii) The chemical substance’s persist-
ence and bioaccumulation;

(iii) Potentially exposed or suscep-
tible subpopulations which the manu-
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facturer(s) believes to be relevant to
the EPA risk evaluation;

(iv) Whether there is any storage of
the chemical substance near signifi-
cant sources of drinking water, includ-
ing the storage facility location and
the nearby drinking water source(s);

(v) The chemical substance’s produc-
tion volume or significant changes in
production volume; and

(vi) Any other information relevant
to the potential risks of the chemical
substance under the circumstances
identified in the request.

(5) The request must include a com-
mitment to provide to EPA any ref-
erenced information upon request.

(6) Scientific information submitted
must be consistent with the scientific
standards in 15 U.S.C. 2625(h).

(7T) A signed certification that all in-
formation contained in the request is
accurate and complete, as follows:

(i) I certify that to the best of my
knowledge and belief:

(A) The company named in this re-
quest manufacturers the chemical sub-
stance identified for risk evaluation.

(B) All information provided in the
notice is complete and accurate as of
the date of the request.

(C) I have either identified or am sub-
mitting all information in my posses-
sion, control, and a description of all
other data known to or reasonably as-
certainable by me as required for this
request under this part. I am aware it
is unlawful to knowingly submit in-
complete, false and/or misleading infor-
mation in this request and there are
significant criminal penalties for such
unlawful conduct, including the possi-
bility of fine and imprisonment.

(ii) [Reserved]

(c) Optional elements. A manufacturer
may provide information that will in-
form EPA’s determination as to wheth-
er restrictions imposed by one or more
States have the potential to have a sig-
nificant impact on interstate com-
merce or health or the environment,
and that as a consequence the request
is entitled to preference pursuant to 15
U.S.C. 2605(b)(4)(E)(iii).

(d) Confidential business information.
(1) Persons submitting a request under
this subpart are subject to EPA con-
fidentiality regulations at 40 CFR part
2, subpart B.
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(2) In submitting a claim of confiden-
tiality, a person must certify the accu-
racy of the following statements con-
cerning all information claimed as con-
fidential:

(i) I hereby certify to the best of my
knowledge and belief that all informa-
tion entered on this form is complete
and accurate. I further certify that,
pursuant to 15 U.S.C. 2613(c), for all
claims for confidentiality made with
this submission, all information sub-
mitted to substantiate such claims is
true and correct, and that it is true and
correct that:

(A) My company has taken reason-
able measures to protect the confiden-
tiality of the information;

(B) I have determined that the infor-
mation is not required to be disclosed
or otherwise made available to the pub-
lic under any other Federal law;

(C) I have a reasonable basis to con-
clude that disclosure of the informa-
tion is likely to cause substantial harm
to the competitive position of my com-
pany; and

(D) I have a reasonable basis to be-
lieve that the information is not read-
ily discoverable through reverse engi-
neering.

(ii) [Reserved]

(3) Each claim of confidentiality,
other than a claim pertaining to infor-
mation described in TSCA section
14(c)(2), must be accompanied by a sub-
stantiation in accordance with 15
U.S.C. 2613.

(4) Manufacturers must supply a
structurally descriptive generic name
where specific chemical identity is
claimed as CBI.

(5) Any knowing and willful mis-
representation, under this section, is
subject to criminal penalty pursuant to
18 U.S.C. 1001.

(e) EPA process for evaluating manu-
facturer requests—(1) Review for com-
pleteness. Upon receipt of the request,
EPA will verify that the request is
facially complete, i.e., that informa-
tion has been submitted that appears
to be consistent with the requirements
in paragraphs (b) through (d) of this
section. EPA will inform the submit-
ting manufacturer(s) if EPA has deter-
mined that the request is incomplete,
and cannot be processed. Facially com-
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plete requests will be processed as de-
scribed in this subpart.

(2) Public notification of receipt of re-
quest. Within 15 business days of re-
ceipt of a facially complete submission,
EPA will notify the public of receipt of
the manufacturer request. This notifi-
cation will include any information
submitted by the manufacturer that is
not CBI, including the condition(s) of
use for which the evaluation is re-
quested.

(3) Conditions of use to be evaluated.
EPA will assess whether the cir-
cumstances identified in the request
constitute condition of use under
§702.33, and whether those conditions
of use warrant inclusion within the
scope of a risk evaluation for the chem-
ical substance. EPA will also assess
what, if any, additional conditions of
use that warrant inclusion within the
scope of a risk evaluation for the chem-
ical substance. EPA will conduct these
assessments and make proposed deter-
minations based on the same consider-
ations applied in the same manner as it
would for a risk evaluation for a high-
priority substance.

(4) Public notice and comment. No later
than 60 business days of receiving a re-
quest that EPA has determined to be
complete under paragraph (e)(1) of this
section, EPA will submit for publica-
tion the receipt of the request in the
FEDERAL REGISTER, open a docket for
that request and provide no less than a
45 calendar day public comment period.
The docket will contain the manufac-
turer request (excluding information
claimed as CBI) and EPA’ proposed ad-
ditions of conditions of use as described
in paragraph (e)(3) of this section, and
the basis for these proposed additions.
During the comment period the public
may submit comments and information
relevant to the requested risk evalua-
tion, in particular, commenters are en-
couraged to identify any information
not included in the request or the pro-
posed determinations that the com-
menters believe would be needed to
conduct a risk evaluation, and to pro-
vide any other information relevant to
EPA’s proposed determinations of the
conditions of use, such as information
on other conditions of use of the chem-
ical than those included in the request
or in EPA’s proposed determinations
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(5) Supplementation of original request.
(i) At any time prior to the end of the
comment period, the requesting manu-
facturer(s) may supplement the origi-
nal request with any new information
it receives.

(ii) At any point prior to the comple-
tion of a risk evaluation pursuant to
this section, manufacturer(s) must sup-
plement the original request with any
information that meets the criteria in
15 U.S.C. 2607(e) and this section, or
with any other information that has
the potential to change EPA’s risk
evaluation with respect to the condi-
tions of use as requested by the manu-
facturer. Such information must be
submitted consistent with section 8(e)
if the information is subject to that
section or otherwise within 30 calendar
days of the manufacturer’s obtaining
the information.

(6) EPA’s decision. (i) Within 60 days
of the end of the comment period pro-
vided in paragraph (e)(4) of this sec-
tion, EPA will review the request along
with any additional information re-
ceived during the comment period to
determine whether the request meets
the criteria and requirements of this
section.

(ii) EPA will grant the request if it
determines that all of the following
have been met:

(A) That the circumstances identified
in the request constitute conditions of
use that warrant inclusion in a risk
evaluation for the chemical substance;

(B) That EPA has all of the informa-
tion needed to conduct such risk eval-
uation on the conditions of use that
were the subject of the request; and

(C) All other criteria and require-
ments of this section have been met.

(iii) At the end of this 60-day period,
EPA will notify the submitting manu-
facturer(s) of its decision and include
the basis for granting or denying the
request. Bases for a denial, include the
manufacturer has not provided suffi-
cient information to complete the risk
evaluation on the condition(s) of use
requested, or that the circumstances
identified in the request either do not
constitute conditions of use, or the
conditions of use do not warrant inclu-
sion in a risk evaluation for the chem-
ical substance. This notification will
also identify any additional conditions
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of use, as determined by the Adminis-
trator, that will be included in this
risk evaluation.

(iv) Within 30 days of receipt of
EPA’s notification the requester(s)
may withdraw the request.

(7) Public notice of decision. EPA will
make public EPA’s decision to grant or
deny the request at the time that EPA
notifies the manufacturer.

(8) Compliant request. EPA will ini-
tiate a risk evaluation for all requests
for non-TSCA Work Plan Chemicals
that meet the criteria in this subpart,
until EPA determines that the number
of manufacturer-requested chemical
substances undergoing risk evaluation
is equal to 25% of the High-Priority
Substances identified in subpart A as
undergoing risk evaluation. Once that
level has been reached, EPA will ini-
tiate at least one new manufacturer-re-
quested risk evaluation for each manu-
facturer-requested risk evaluation
completed so long as there are suffi-
cient requests that meet the criteria of
this subpart, as needed to ensure that
the number of manufacturer-requested
risk evaluations is equal to at least
256% of the High-Priority substances
risk evaluation and not more than 50%.

(9) Preferences. In conformance with
§702.35(c), in evaluating requests for
TSCA Work Plan Chemicals and re-
quests for non-TSCA Work Plan chemi-
cals in excess of the 25% threshold in
§702.35(b), EPA will first give pref-
erence to requests for risk evaluations
on chemical substances:

(i) First, for which the Agency deter-
mines that restrictions imposed by one
or more States have the potential to
have a significant impact on interstate
commerce, health or the environment;
and then

(ii) Second, based on the order in
which the requests are received.

(10) No preferential treatment. Once
granted, EPA will initiate the risk
evaluation and thereafter will conduct
the risk evaluation following the pro-
cedures in §§702.39 through 702.51. EPA
will not expedite or otherwise provide
special treatment to a risk evaluation
conducted as a result of a manufactur-
er’s request.

(11) Fees. Manufacturers must pay
fees to support risk evaluations as

13:46 Aug 11,2023 Jkt 259184 PO 00000 Frm 00034 Fmt8010 Sfmt8010 Q:\40\40V33.TXT PC31



aworley on LAPBHBH6L3 with DISTILLER

VerDate Sep<11>2014

Environmental Protection Agency
specified under 15 U.S.C.
2605(0)(4)(E)(ii).

[82 FR 33747, July 20, 2017]

EFFECTIVE DATE NOTE: At 88 FR 37166, June
7, 2023, §702.37 was amended by revising para-
graph (d), effective Aug. 7, 2023. For the con-
venience of the user, the revised text is set
forth as follows:

§702.37 Submission of manufacturer re-
quests for risk evaluations.

* * * * *

(d) Confidential business information. Claims
of confidentiality must be made in accord-
ance with the procedures described in 40 CFR
part 703.

* * * * *

§702.39 Interagency collaboration.

During the risk evaluation process,
not to preclude any additional, prior,
or subsequent collaboration, EPA will
consult with other relevant Federal
agencies.

§702.41 Evaluation requirements.

(a) Considerations. (1) Each risk eval-
uation will include all of the following
components:

(i) A Scope, including a Conceptual
Model and an Analysis Plan;

(ii) A Hazard Assessment;

(iii) An Exposure Assessment;

(iv) A Risk Characterization; and

(v) A Risk Determination.

(2) EPA guidance will be used, as ap-
plicable where it represents the best
available science appropriate for the
particular risk evaluation.

(3) Where appropriate, a risk evalua-
tion will be conducted on a category of
chemical substances. EPA will deter-
mine whether to conduct an evaluation
on a category of chemical substances,
and the composition of the category
based on the considerations listed in 15
U.S.C. 2625(c).

(4) EPA will document that it has
used the best available science and
weight of scientific evidence ap-
proaches in the risk evaluation proc-
ess.

(56) EPA will ensure that all sup-
porting analyses and components of
the risk evaluation are suitable for
their intended purpose, and well-tai-
lored to the problems and decision at
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hand, in order to inform the develop-
ment of a technically sound determina-
tion as to whether a chemical sub-
stance presents an unreasonable risk of
injury to health or the environment
under the conditions of use within the
scope of the risk evaluation, based on
the weight of the scientific evidence.

(6) The extent to which EPA will re-
fine its evaluations for one or more
condition of use in any risk evaluation
will vary as necessary to determine
whether a chemical substance presents
an unreasonable risk of injury to
health or the environment.

(7) To the extent a determination as
to the level of risk presented by a con-
dition of use can be made, for example,
using assumptions, uncertainty fac-
tors, and models or screening meth-
odologies, EPA may determine that no
further information or analysis is need-
ed to complete its risk evaluation of
the condition(s) of use.

(8) In general, EPA intends to deter-
mine whether a chemical substance
does or does not present an unreason-
able risk under all of the conditions of
use within the scope of the risk evalua-
tions, and intends to identify the indi-
vidual conditions of use or categories
of conditions of use that are respon-
sible for such determinations.

(99 Within the time frame in
§702.43(d), EPA will complete the risk
evaluation of the chemical substance
addressing all of the conditions of use
within the scope of the evaluation.
However, EPA may complete its eval-
uation of the chemical substance under
specific conditions of use or categories
of conditions of use at any point fol-
lowing the issuance of the final scope
document, and issue its determination
as to whether the chemical substance
under those conditions of use does or
does not present an unreasonable risk
to health or the environment under
those conditions of use. EPA will fol-
low all of the requirements and proce-
dures in this Subpart when it conducts
its evaluation of the chemical sub-
stance under any individual or specific
conditions of use.

(10) EPA will evaluate chemical sub-
stances that are metals or metal com-
pounds in accordance with 15 U.S.C.
2605(b)(2)(E).
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(b) Information and information
sources. (1) EPA will base each risk
evaluation on reasonably available in-
formation.

(2) EPA generally expects to initiate
a risk evaluation for a chemical sub-
stance when EPA believes that all or
most of the information necessary to
perform the risk evaluation is reason-
ably available. EPA expects to use its
authorities under the Act, and other
information gathering authorities,
when necessary to obtain the informa-
tion needed to perform a risk evalua-
tion for a chemical substance before
initiating the risk evaluation for such
substance. EPA will use such authori-
ties on a case-by-case basis during the
performance of a risk evaluation to ob-
tain information as needed to ensure
that EPA has adequate, reasonably
available information to perform the
evaluation.

(3) Among other sources of informa-
tion, the Agency will consider informa-
tion and advice provided by the
Science Advisory Committee on
Chemicals established pursuant to 15
U.S.C. 2625.

(4) In conducting risk evaluations,
EPA will utilize reasonably available
information including information,
models, and screening methodologies,
as appropriate. The approaches used
will be determined by the quality of
the information, the deadlines speci-
fied in TSCA section 6(b)(4)(G) for com-
pleting the risk evaluation, and the ex-
tent to which the information reduces
uncertainty.

(5) Where appropriate, to the extent
practicable, and scientifically justified,
EPA will require the development of
information generated without the use
of new testing on vertebrates in per-
forming risk evaluation.

(c) Scope of the risk evaluation. The
scope of the risk evaluation will in-
clude all the following:

(1) The condition(s) of use, as deter-
mined by the Administrator, that the
EPA plans to consider in the risk eval-
uation.

(2) The potentially exposed popu-
lations, including any potentially ex-
posed or susceptible subpopulations as
identified as relevant to the risk eval-
uation by the Agency under the condi-
tions of use, that EPA plans to evalu-
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ate; the ecological receptors that EPA
plans to evaluate; and the hazards to
health and the environment that EPA
plans to evaluate.

(3) A description of the reasonably
available information and science ap-
proaches EPA plans to use in the risk
evaluation.

(4) A conceptual model:

(i) The scope documents will include
a Conceptual Model that describes ac-
tual or predicted relationships between
the chemical substance, the conditions
of use within the scope of the evalua-
tion and human and environmental re-
ceptors.

(ii) The conceptual model will iden-
tify human and ecological health haz-
ards the EPA plans to evaluate for the
exposure scenarios EPA plans to evalu-
ate.

(iii) Conceptual model development
will consider the life cycle of the chem-
ical substance, including manufacture,
processing, distribution in commerce,
storage, use, and disposal, relevant to
the conditions of use within the scope
of the evaluation

(5) An analysis plan:

(i) The scope documents will include
an analysis plan that identifies the ap-
proaches, methods, and/or metrics that
EPA plans to use to assess exposures,
effects, and risk, including associated
uncertainty and variability for each
risk evaluation. The analysis plan will
also identify the strategy for using in-
formation, accepted science policies,
models, and screening methodologies.

(i1) Hypotheses about the relation-
ships identified in the conceptual
model will be described. The relative
strengths of alternative hypotheses if
any will be evaluated to determine the
appropriate risk assessment ap-
proaches.

(6) The Agency’s plan for peer review.

(7) Developing the scope.

(i) Draft scope. For each risk evalua-
tion to be conducted EPA will publish
a document in the FEDERAL REGISTER
that specifies the draft scope of the
risk evaluation the Agency plans to
conduct. The document will address
the elements in paragraphs (c)(1)
through (6) of this section.

(ii) Timeframes. EPA generally ex-
pects to publish the draft scope no
later than 3 months from the initiation
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of the risk evaluation process for the
chemical substance.

(iii) Public comments. EPA will allow
a public comment period of no less
than 45 calendar days during which in-
terested persons may submit comment
on EPA’s draft risk evaluation scope.
EPA will open a docket to facilitate re-
ceipt of public comments.

(8) Final scope:

(i) The Agency will, no later than 6
months after the initiation of a risk
evaluation, publish a document in the
FEDERAL REGISTER that specifies the
final scope of the risk evaluation the
Agency plans to conduct. The docu-
ment shall address the elements in
paragraphs (c)(1) through (6) of this
section.

(ii) For a chemical substance des-
ignated as a High-Priority Substance
under subpart A of this part, EPA will
not publish the final scope of the risk
evaluation until at least 12 months
have elapsed from the initiation of the
prioritization process for the chemical
substance.

(d) Hazard assessment. (1) The hazard
information relevant to the chemical
substance will be evaluated using haz-
ards identified in the final scope docu-
ment published pursuant to paragraph
(c)(8) of this section, for the identified
exposure scenarios, including any iden-
tified potentially exposed or suscep-
tible subpopulation(s).

(2) The hazard assessment process
will identify the types of hazards to
health or the environment posed by the
chemical substance under the condi-
tion(s) of use within the scope of the
risk evaluation. Hazard information re-
lated to potential health and environ-
mental hazards of the chemical sub-
stance will be reviewed in a manner
consistent with best available science
and weight of scientific evidence as de-
fined in §702.33 and all assessment
methods will be documented. This
process includes the identification,
evaluation, and synthesis of informa-
tion to describe the potential health
and environmental hazards of the
chemical substance.

(3) Relevant potential human and en-
vironmental hazards will be evaluated.

(4) The relationship between the dose
of the chemical substance and the oc-
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currence of health and environmental
effects or outcomes will be evaluated.

(5) Studies evaluated may include,
but would not be limited to: Human ep-
idemiological studies, in vivo and/or in
vitro laboratory studies, biomonitoring
studies, mechanistic and/or Kkinetic
studies in a variety of test systems, in-
cluding but not limited to
toxicokinetics and toxicodynamics,
computational toxicology such as high-
throughput assays, genomic response
assays, data from structure-activity re-
lationships, and ecological field data.

(6) Hazard identification will include
an evaluation of the strengths, limita-
tions, and uncertainties associated
with the reasonably available informa-
tion.

(7) The human health hazard assess-
ment will consider all potentially ex-
posed and susceptible subpopulation(s)
determined to be relevant, as identified
in the final scope document published
pursuant to paragraph (c)(8) of this sec-
tion.

(8) The environmental health hazard
assessment will consider the relation-
ship between the chemical substance
and the occurrence of an ecological
hazard elicited.

(e) Exposure assessment. (1) Where rel-
evant, the likely duration, intensity,
frequency, and number of exposures
under the conditions of use will be con-
sidered.

(2) Chemical-specific factors includ-
ing, but not Ilimited to: Physical-
chemical properties and environmental
fate and transport parameters will be
examined.

(3) Exposure information related to
potential human health or ecological
hazards of the chemical substance will
be reviewed in a manner consistent
with the description of best available
science and weight of scientific evi-
dence in §702.33 and all methods will be
documented.

(4) The human health exposure as-
sessment will consider all potentially
exposed and susceptible subpopula-
tion(s) determined to be relevant, as
identified in the final scope document
published pursuant to paragraph (c)(8)
of this section.

(5) Environmental health exposure
assessment:
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(i) The environmental health expo-
sure assessment will characterize and
evaluate the interaction of the chem-
ical substance with the ecological re-
ceptors identified in the final scope
document published pursuant to para-
graph (¢)(8) of this section.

(ii) Exposures considered will include
populations and communities, depend-
ing on the chemical substance and the
ecological characteristic involved.

§702.43 Risk Characterization.

(a) Risk Characterization consider-
ations. EPA will:

(1) Integrate the hazard and exposure
assessments into quantitative and/or
qualitative estimates of risk for the
identified populations (including any
potentially exposed or susceptible sub-
population(s)) identified in the final
scope document published pursuant to
§702.41(c)(8) and ecological characteris-
tics for the conditions of use within the
scope of the risk evaluation;

(2) Describe whether aggregate or
sentinel exposures under the conditions
of use were considered and the basis for
their consideration;

(3) Not consider costs
nonrisk factors;

(4) Take into account, where rel-
evant, the likely duration, intensity,
frequency, and number of exposures
under the condition(s) of use of the
chemical substance; and

(5) Describe the weight of the sci-
entific evidence for the identified haz-
ards and exposures.

(b) Risk Characterization summary.
The Risk Characterization will summa-
rize, as applicable, the considerations
addressed throughout the evaluation
components, in carrying out the obli-
gations under 15 U.S.C. 2625(h). This
summary will include, as appropriate,
a discussion of:

(1) Considerations regarding uncer-
tainty and variability. Information
about uncertainty and wvariability in
each step of the risk evaluation (e.g.,
use of default assumptions, scenarios,
choice of models, and information used
for quantitative analysis) will be inte-
grated into an overall characterization
and/or analysis of the impact of the un-
certainty and variability on estimated
risks. EPA may describe the uncer-
tainty using a qualitative assessment

or other
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of the overall strength and limitations
of the data used in the assessment.

(2) Considerations of data quality. A
discussion of data quality (e.g., reli-
ability, relevance, and whether meth-
ods employed to generate the informa-
tion are reasonable for and consistent
with the intended use of the informa-
tion), as well as assumptions used, will
be included to the extent necessary.
EPA also expects to include a discus-
sion of the extent of independent
verification or peer review of the infor-
mation or of the procedures, measures,
methods, protocols, methodologies, or
models used in the risk evaluation.

(3) Considerations of alternative inter-
pretations. If appropriate and relevant,
where alternative interpretations are
plausible, a discussion of alternative
interpretations of the data and anal-
yses will be included.

(4) Considerations for environmental
risk evaluations. For environmental risk
evaluations, it may be necessary to dis-
cuss the nature and magnitude of the
effects, the spatial and temporal pat-
terns of the effects, implications at the
individual, species, population, and
community level, and the likelihood of
recovery subsequent to exposure to the
chemical substance.

§702.45

The EPA Peer Review Handbook (2015),
the Office of Management and Budget
Final Information Quality Bulletin for
Peer Review (OMB Bulletin), and other
available, relevant and applicable
methods consistent with 15 U.S.C. 2625,
will serve as the guidance for peer re-
view activities. Peer review will be
conducted on the risk evaluations for
the chemical substances identified pur-
suant to 15 U.S.C. 2605(b)(4)(A).

Peer review.

§702.47
tion.

Unreasonable risk determina-

As part of the risk evaluation, EPA
will determine whether the chemical
substance presents an unreasonable
risk of injury to health or the environ-
ment under each condition of uses
within the scope of the risk evaluation,
either in a single decision document or
in multiple decision documents.
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§702.49 Risk evaluation
and actions.

timeframes

(a) Draft risk evaluation timeframe.
EPA will publish a draft risk evalua-
tion in the FEDERAL REGISTER, open a
docket to facilitate receipt of public
comment, and provide no less than a
60-day comment period, during which
time the public may submit comment
on EPA’s draft risk evaluation.

(b) Final risk evaluation. (1) EPA will
complete a risk evaluation for the
chemical substance under the condi-
tions of use within the scope of the risk
evaluation as soon as practicable, but
not later than 3 years after the date on
which the Agency initiates the risk
evaluation.

(2) The Agency may extend the dead-
line for a risk evaluation for not more
than 6 months. The total time elapsed
between initiation of the risk evalua-
tion and completion of the risk evalua-
tion may not exceed 3 and one half
years.

(3) EPA will publish the final risk
evaluation in the FEDERAL REGISTER.

(c) Final determination of unreasonable
risk. Upon determination by the EPA
that a chemical substance under one or
more of the conditions of use within
the scope of the risk evaluation pre-
sents an unreasonable risk of injury to
health or the environment as described
in §702.47, the Agency will initiate ac-
tion as required pursuant to 15 U.S.C.
2605(a).

(d) Final determination of no unreason-
able risk. A determination by EPA that
the chemical substance, under one or
more of the conditions of use within
the scope of the risk evaluation, does
not present an unreasonable risk of in-
jury to health or the environment will
be issued by order and considered to be
a final Agency action, effective on the
date of issuance of the order.

§702.51 Publically available informa-
tion.

For each risk evaluation, EPA will
maintain a public docket at http:/
www.regulations.gov to provide public
access to the following information, as
applicable for that risk evaluation:

(a) The draft scope, final scope, draft
risk evaluation, and final risk evalua-
tion;
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(b) All notices, determinations, find-
ings, consent agreements, and orders;

(c) Any information required to be
provided to the Agency under 15 U.S.C.
2603;

(d) A nontechnical summary of the
risk evaluation;

(e) A list of the studies, with the re-
sults of the studies, considered in car-
rying out each risk evaluation;

(f) The final peer review report, in-
cluding the response to peer review and
public comments received during peer
review; and

(g) Response to public comments re-
ceived on the draft scope and the draft
risk evaluation.

Subpart C—Citizen Suit

§702.60 Purpose.

Section 20 of the Toxic Substances
Control Act (TSCA) authorizes any per-
son to begin a civil action to compel
performance by the Environmental
Protection Agency (EPA) of TSCA non-
discretionary acts or duties (section
20(a)(2)) or to restrain any violation of
TSCA, or of any rule promulgated
under sections 4, 5, or 6, or of any order
issued under section 5 of TSCA (section
20(a)(1)). The purpose of this regulation
is to prescribe procedures governing
the giving of a notice of intent to file
suit required by section 20(b) of TSCA
as a prerequisite to beginning such
civil actions.

§702.61 Service of notice.

(a) Notice as a prerequisite to suit.
Under section 20 of T'SCA, no civil ac-
tion may be commenced by a citizen to
restrain a violation of T'SCA, or a rule
or order thereunder, unless at least 60
days in advance the citizen has given
notice of the intent to file suit to the
Administrator and to the person who is
alleged to have committed the viola-
tion. No civil action may be com-
menced by a citizen to compel the Ad-
ministrator to perform any non-discre-
tionary act or duty under T'SCA, unless
at least 60 days in advance the citizen
has given notice of the intent to file
suit to the Administrator. However, in
the case of an alleged failure by the
Administrator to file an action under
section 7 of TSCA, the citizen must
give notice to the Administrator only
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10 days in advance of filing the civil ac-
tion.

(b) Method of service. Notice of intent
to file suit can be either personally
served or served by certified mail—re-
turn receipt requested—to persons
identified in paragraph (d) of this sec-
tion.

(c) Date of service. The effective date
of service of a notice given in accord-
ance with this rule shall be the date of
the return receipt, if served by mail, or
the date of receipt if personally served.

(d) Persons to be served—(1) Violations
of TSCA rules or TSCA order. (i) If the
alleged violator is a private individual
or a corporation, notice of intent to
file suit shall be served on the indi-
vidual or the owner or managing agent
of the plant, facility, or activity al-
leged to be in violation. If the alleged
violator is a corporation, a copy of the
notice shall also be sent to the reg-
istered agent, if any, of such corpora-
tion in the State in which such viola-
tion is alleged to have occurred. Notice
shall also be served on the Adminis-
trator of the EPA.

(ii) If the alleged violator is a State
or local government entity, notice of
intent to file suit shall be served on the
head of the agency. Notice shall also be
served on the Administrator of the
EPA, and a copy shall be sent to the
Attorney General of the United States.

(iii) If the alleged violator is a Fed-
eral agency, notice of intent to file suit
shall be served on the head of the agen-
cy. Notice shall also be served on the
Administrator of the EPA, and a copy
shall be sent to the Attorney General
of the United States.

(2) Performance of mnon-discretionary
TSCA acts or duties. Notice of intent to
file suit shall be served on the Admin-
istrator of the EPA and a copy shall be
sent to the Attorney General of the
United States.

(38) Address of persons to be served. (i)
EPA Administrator: 1200 Pennsylvania
Ave., NW., Washington, DC 20460. (ii)
Attorney General of the United States:
10th and Constitution Avenue, NW.,
Washington, DC 20530.

§702.62 Contents of notice.

(a) Violation of TSCA rule or TSCA
order. Notice of intent to file suit re-
garding an alleged violation of TSCA
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or any rule promulgated under sections
4, 5, or 6, or an order issued under sec-
tion 5, shall include sufficient informa-
tion to permit the recipient to identify:

(1) The specific provision of TSCA or
of the rule or order under TSCA alleged
to have been violated.

(2) The activity alleged to constitute
a violation.

(3) The person or persons responsible
for the alleged violation.

(4) The location of the alleged viola-
tion.

(5) The date or dates of the alleged
violation as closely as the citizen is
able to specify them.

(6) The full name, address, and tele-
phone number of the citizen giving no-
tice.

(b) Failure to act. Notice regarding an
alleged failure of the Administrator to
perform any act or duty which is not
discretionary shall:

(1) Identify the specific provision of
TSCA which requires an act or creates
a duty.

(2) Describe with reasonable speci-
ficity the action taken or not taken by
the Administrator which is alleged to
constitute a failure to perform the act
or duty.

(3) State the full name, address, and
telephone number of the citizen giving
the notice.

(c) Identification of Counsel. The no-
tice shall state the name, address, and
telephone number of the Legal Counsel,
if any, representing the citizen giving
the notice.

PART 703—CONFIDENTIALITY
CLAIMS (EFF. 8-7-23)

Sec.

703.1 Purpose and applicability.

703.3 Definitions.

703.5 Requirements for asserting and main-
taining confidentiality claims.

703.7 EPA review of confidentiality claims
under TSCA section 14(g).

703.8 EPA review of confidentiality claims
under TSCA section 14(f).

AUTHORITY: 15 U.S.C. 2613.

SOURCE: 88 FR 37166, June 7, 2023, unless
otherwise noted.

EFFECTIVE DATE NOTE: At 88 FR 37166, June
7, 2023, part 703 was added, effective Aug. 7,
2023.
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§703.1 Purpose and applicability.

(a) The purpose of this part is to de-
scribe procedures for asserting and
maintaining confidentiality claims in
accordance with TSCA section 14, and
for EPA review of such claims. The
procedures described in this part are
generally applicable to the submission
and EPA review of any TSCA submis-
sion, except to the extent that applica-
tion of the requirements would be in-
consistent with TSCA section 14(i). The
procedures include requirements con-
cerning the form and manner in which
TSCA submissions must be made to
meet requirements in TSCA sections
14(b) and (c), to facilitate EPA review
of such claims in accordance with
TSCA sections 14(f) and (g), and to fa-
cilitate disclosure of non-confidential
information to the public in accord-
ance with TSCA, FOIA, and their im-
plementing regulations.

(b) This part applies to all informa-
tion that is reported to or otherwise
obtained by EPA pursuant to TSCA or
its implementing regulations. This in-
cludes information that was first ob-
tained by EPA other than pursuant to
the authority of TSCA or its imple-
menting regulations, provided that the
following two criteria have been met:

(1) EPA has authority to collect the
information under TSCA; and

(2) Either:

(1) Subsequent to its submission the
information is being used to satisfy the
obligation of a person under TSCA or
its implementing regulations; or

(ii) EPA makes use of the informa-
tion in the course of carrying out its
responsibilities under TSCA (e.g., EPA
considered such information in its ac-
tions under T'SCA sections 4, 5, or 6).

(c)(1) This part applies regardless of
the following:

(i) Whether the information is in-
tended by its submitter to be used by
EPA in implementing TSCA;

(ii) Whether TSCA or an imple-
menting regulation was cited as au-
thority for the request or submission of
the information; or

(iii) Whether the information was
provided directly to EPA or through
some third person.

(2) However, where such information
is not protected from disclosure under
TSCA Section 14, but the statute under
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which the information was originally
provided to EPA limits disclosure for
reasons other than business confiden-
tiality (for example, limited disclosure
of pesticide data to multinational pes-
ticide producers under 7 U.S.C. 136h(g)),
the disclosure limitation in the statute
under which the information was ob-
tained by EPA continues to apply, ex-
cept where TSCA expressly requires
disclosure of that information.

(d) The provisions of 40 CFR part 2,
subpart B, apply to this section, as
modified by 40 CFR 2.306.

§703.3 Definitions.

The definitions in this section and
the definitions in TSCA section 3 apply
to this part. In addition, the definition
in §720.3(ff) of this subchapter for test
data also applies in this part.

Accept in the context of asserting a
TSCA CBI claim means EPA’s first ap-
proval of the submission containing
the CBI claim in CISS, or its successor
system.

Act, or TSCA, means the Toxic Sub-
stances Control Act, 15 U.S.C. 2601 et
seq.

CDX or Central Data Exchange means
EPA’s centralized electronic document
receiving system, or its successor sys-
tem.

CISS or Chemical Information Submis-
sion System means EPA’s web-based re-
porting tool for preparing and submit-
ting TSCA submissions, or its suc-
cessor system.

Confidentiality claim means a claim or
allegation that business information is
entitled to confidential treatment.

FOIA means the Freedom of Informa-
tion Act, 5 U.S.C. 552, et seq.

Health and safety study has the same
meaning as that provided in §720.3(k) of
this subchapter, except that for pur-
poses of this part 703 the following in-
formation is not part of a health and
safety study:

(1) The name, address, or other iden-
tifying information for the submitting
company, including identification of
the laboratory that conducted the
study in cases where the laboratory is
part of or closely affiliated with the
submitting company.

(2) Internal product codes (i.e., code
names for the test substance used in-
ternally by the submitting company or
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to identify the test substance to the
test laboratory).

(3) Names and contact details for
testing laboratory personnel and
names and other private information
for health and safety study partici-
pants or persons involved in chemical
incidents such as would typically be
withheld under 5 U.S.C. 552(b)(6) or
under other privacy laws.

(4) Information pertaining to test
substance product development, adver-
tising, or marketing plans, or to cost
and other financial data.

§703.5 Requirements for asserting and
maintaining confidentiality claims.

Any person who submits information
under TSCA or these implementing
regulations may assert a business con-
fidentiality claim to information in-
cluded in such submission except where
such a claim is disallowed by applica-
ble regulation under this subchapter.
Such claim must be made concurrent
with submission of the information. If
no such claim accompanies the submis-
sion, EPA will not recognize a con-
fidentiality claim, and the information
in or referred to in that submission
may be made available to the public
(e.g., by publication of specific chem-
ical name and CASRN on the public
portion of the TSCA Inventory) with-
out further notice.

(a) Supporting statement and certifi-
cation. (1) A person asserting a con-
fidentiality claim must submit a state-
ment that the person has:

(i) Taken reasonable measures to pro-
tect the confidentiality of the informa-
tion;

(ii) Determined that the information
is not required to be disclosed or other-
wise made available to the public
under any other Federal law;

(iii) A reasonable basis to conclude
that disclosure of the information is
likely to cause substantial harm to the
competitive position of the person; and

(iv) A reasonable basis to believe that
the information is not readily discover-
able through reverse engineering.

(2) The person must also certify that
these four statements and any informa-
tion required to substantiate the con-
fidentiality claim in accordance with
paragraph (b) of this section are true
and correct.
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(b) Substantiation. (1) Confidentiality
claims must be substantiated at the
time of submission to EPA, unless ex-
empt under paragraph (b)(5) of this sec-
tion. In the case of information col-
lected by EPA or on behalf of EPA in
person at the site of a TSCA inspection
under section 11 of the Act, the af-
fected company must assert its con-
fidentiality claim(s) in writing at the
time the information is collected, and
then must provide substantiation of its
confidentiality claims and the sup-
porting statement and certification de-
scribed in paragraph (a) of this section
within ten business days after the in-
spection ends. Confidentiality claims
lacking required substantiation after
ten business days will be treated as de-
ficient under paragraph (e) of this sec-
tion. Unless otherwise directed by
EPA, such information or materials
must be submitted via CDX. In the case
of an unusually voluminous document
collection under section 11 of the Act,
the affected company may request ad-
ditional time to assert claims and pro-
vide substantiation, which EPA may
grant at its discretion. The inspection
is considered to have ended when the
inspector physically exits the regu-
lated facility on the last day of the in-
spection.

(2) Information in substantiations
may be claimed as confidential. Such
claims must be accompanied by the
certification described in paragraph (a)
of this section but need not be them-
selves separately substantiated.

(3) Substantiation questions for all
claims. Unless otherwise specified else-
where in this subchapter (e.g., 40 CFR
part 711), answers to the following
questions must be provided for each
confidentiality claim in a TSCA sub-
mission:

(i) Please specifically explain what
harm to the competitive position of
your business would be likely to result
from the release of the information
claimed as confidential. How would
that harm be substantial? Why is the
substantial harm to your competitive
position likely (i.e., probable) to be
caused by release of the information
rather than just possible? If you
claimed multiple types of information
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to be confidential (e.g., site informa-
tion, exposure information, environ-
mental release information, etc.), ex-
plain how disclosure of each type of in-
formation would be likely to cause sub-
stantial harm to the competitive posi-
tion of your business.

(ii) Has your business taken pre-
cautions to protect the confidentiality
of the disclosed information? If yes,
please explain and identify the specific
measures, including but not limited to
internal controls, that your business
has taken to protect the information
claimed as confidential. If the same or
similar information was previously re-
ported to EPA as mnon-confidential
(such as in an earlier version of this
submission), please explain the cir-
cumstances of that prior submission
and reasons for believing the informa-
tion is nonetheless still confidential.

(iii)(A) Is any of the information
claimed as confidential required to be
publicly disclosed under any other Fed-
eral law? If yes, please explain.

(B) Does any of the information
claimed as confidential otherwise ap-
pear in any public documents, includ-
ing (but not limited to) safety data
sheets; advertising or promotional ma-
terial; professional or trade publica-
tions; State, local, or Federal agency
files; or any other media or publica-
tions available to the general public? If
yes, please explain why the informa-
tion should be treated as confidential.
If this chemical is patented and the
patent reveals the information you are
claiming confidential, please explain
your reasons for believing the informa-
tion is nonetheless still confidential.

(iv) Is the claim of confidentiality in-
tended to last less than 10 years (see
TSCA section 14(e)(1)(B))? If yes, please
indicate the number of years (between
1 and 10 years) or the specific date after
which the claim is withdrawn.

(v) Has EPA, another Federal agency,
or court made any confidentiality de-
termination regarding information as-
sociated with this chemical substance?
If yes, ©please ©provide the cir-
cumstances associated with the prior
determination, whether or not the in-
formation was found to be entitled to
confidential treatment, the entity that
made the decision, and the date of the
determination.
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(4) Additional substantiation ques-
tions for chemical identity-related
claims only. Unless otherwise specified
in the relevant electronic reporting
form, answers to the following ques-
tions must be provided for each chem-
ical identity-related confidentiality
claim in a TSCA submission:

(i) Is this chemical substance pub-
licly known (including by your com-
petitors) to be in U.S. commerce? If
yes, please explain why the specific
chemical identity should still be af-
forded confidential status (e.g., the
chemical substance is publicly known
only as being distributed in commerce
for research and development purposes,
but no other information about the
current commercial distribution of the
chemical substance in the TUnited
States is publicly available). If no,
please complete the certification state-
ment:

I certify that on the date referenced I
searched the internet for the chemical sub-
stance identity (i.e., by both chemical sub-
stance name and CASRN). I did not find a
reference to this chemical substance and
have no knowledge of public information
that would indicate that the chemical is
being manufactured or imported by anyone
for a commercial purpose in the United
States. [provide date].

(ii) Does this specific chemical sub-
stance leave the site of manufacture
(including import) in any form, e.g., as
a product, effluent, emission? If yes,
please explain what measures have
been taken to guard against the dis-
covery of its identity.

(iii) If the chemical substance leaves
the site in a form that is available to
the public or your competitors, can the
chemical identity be readily discovered
by analysis of the substance (e.g., prod-
uct, effluent, emission), in light of ex-
isting technologies and any costs, dif-
ficulties, or limitations associated
with such technologies? Please explain
why or why not.

(iv) Would disclosure of the specific
chemical identity release confidential
process information? If yes, please ex-
plain.

(5) Information described in para-
graphs (b)(5)(i) and (ii) of this section is
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exempt from the requirement to sub-
stantiate the claim at the time of sub-
mission. EPA may identify on a report-
ing form certain information as ex-
empt from substantiation. Additional
assertions of exemption from substan-
tiation may be asserted by the sub-
mitter. Each such assertion must in-
clude a detailed explanation for why
the information falls within the
claimed exemption. If the explanation
is missing or inadequate, and the claim
is not otherwise substantiated, EPA
will place a hold on the submission, as
described in paragraph (e) of this sec-
tion.

(i) The following information types
are exempt from the substantiation re-
quirement at the time of information
submission:

(A) Specific information describing
the processes used in manufacture or
processing of a chemical substance,
mixture, or article;

(B) Marketing and sales information;

(C) Information identifying a sup-
plier or customer;

(D) Details of the full composition of
a mixture and the respective percent-
ages of constituents;

(BE) Specific information regarding
the use, function, or application of a
chemical substance or mixture in a
process, mixture, or article; and

(F) Specific production or import vol-
umes.

(ii) Exemption for chemical sub-
stances not yet offered for commercial
distribution.

(A) A confidentiality claim for spe-
cific identity of a chemical substance,
where the submission is made prior to
the date on which the chemical sub-
stance whose identity is claimed as
confidential is first offered for com-
mercial distribution, is exempt from
the requirement to substantiate con-
fidentiality claims at the time of sub-
mission.

(B) A specific chemical identity
claim includes specific chemical
names, CAS numbers, molecular for-
mulas, reactants (if required to be re-
ported as part of the identification of
the chemical, such as for Class 2 sub-
stances in §720.45(a) of this sub-
chapter), and structural diagrams; or
in the case of microorganisms, genus
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and species name and genetic con-
struct.

(C) This exemption applies where the
submitter lacks information to reason-
ably conclude that the chemical sub-
stance has been offered for commercial
distribution, where both:

(I) The chemical substance is not on
the TSCA Inventory; and

(2) The substance is otherwise not
publicly known to have been offered for
commercial distribution.

(c) Public copies. All TSCA submis-
sions and their accompanying attach-
ments that include a confidentiality
claim must be accompanied, at the
time of submission, by a public version
of the submission and any attach-
ments, with all information that is
claimed as confidential removed. In the
case of documents collected by EPA or
on behalf of EPA in person at the site
of a TSCA inspection under section 11
of the Act, the affected company must
provide such public copies at the same
time and in the same manner as it pro-
vides substantiation of its confiden-
tiality claims in accordance with para-
graph (b)(1) of this section, within ten
working days after the inspection ends.
Only information that is claimed as
confidential may be redacted or re-
moved. Generally, a public copy that
removes all or substantially all of the
information would not meet the re-
quirements of this paragraph (c) so will
likely be treated as deficient under
paragraph (e) of this section.

(1) Where the applicable reporting
form or electronic reporting tool con-
tains a checkbox or other means of des-
ignating with specificity what informa-
tion is claimed as confidential, no fur-
ther action by the submitter is re-
quired to satisfy this requirement.

(2) For all other information claimed
as confidential, including but not lim-
ited to information in attachments and
in substantiations required under para-
graph (b) of this section, the submitter
must prepare and attach a public copy.
EPA may treat as deficient submis-
sions with public copies that are en-
tirely blank or that are substantially
reduced in length as compared to the
CBI version (see paragraph (e) of this
section).

(d) Generic name. Each confidentiality
claim for specific chemical identity
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must be accompanied by a structurally
descriptive generic name for that sub-
stance. This generic name must be con-
sistent with guidance on the deter-
mination of structurally descriptive
generic names developed in accordance
with, and made binding by, section
14(c)(4)(A) of the Act (e.g., Guidance for
Creating Generic Names for Confidential
Chemical Substance Identity Reporting
under TSCA; available at htitps:/
www.epa.gov/tsca-inventory/guidance-cre-
ating-generic-names-confidential-chem-
ical-substance-identity-reporting), and 15
U.S.C. 2613(c)(1)(C)(ii).

(1) At a minimum, the generic name
must either:

(i) Be identical to the generic name
for the same substance included on the
non-confidential portion of the TSCA
Inventory (if the substance is listed on
the TSCA Inventory), or

(ii) For substances that are not listed
on the TSCA Inventory, mask only the
confidential portions of the specific
chemical name. In most cases, only one
structural element of a specific chem-
ical name may be masked to protect a
confidential chemical identity—if the
submitter of a proposed generic name
wishes to mask more than one such
element, the submission must include
an explanation of why masking only
one element is insufficient to protect
the confidential identity.

(2) Notwithstanding paragraph (d)(1)
of this section, EPA may conclude that
a generic name provided with the sub-
mission and listed on the current non-
confidential version of the TSCA In-
ventory does not comply with 15 U.S.C.
2613(c)(1)(C). In such cases, EPA will
notify the submitting company and
proceed as described in paragraph (c)(4)
of this section.

(3) A generic name that meets the re-
quirements of section 14(c)(1)(C) of the
Act prior to the date on which the
chemical substance is first offered for
commercial distribution for the pur-
poses of a pre-market submission (e.g.,
a PMN) may not be sufficient for the
purposes of subsequent listing on the
TSCA Inventory, as identified upon re-
view under section 14(g)(1)(C)(i) of the
Act of a confidentiality claim for spe-
cific chemical identity made in a No-
tice of Commencement required under
§720.102 or §725.190(f) of this sub-
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chapter. In such cases, EPA will notify
the submitting company and proceed
as described in §720.102(f) or §725.190(f)
of this subchapter.

(4) If EPA concludes that the pro-
posed generic name does not comply
with 15 U.S.C. 2613(c)(1)(C), EPA will
notify the submitter, and provide 10
business days for the submitter to pro-
vide a revised generic name. If EPA
concludes that the revised generic
name is still not acceptable, EPA will
hold the submission for an additional
period of up to 10 business days, pro-
ceeding as set out in paragraph (e) of
this section.

(e) Deficient confidentiality claims. (1)
A confidentiality claim under TSCA is
deficient if it meets one or more of the
following criteria:

(i) The confidentiality claim is not
accompanied by the supporting state-
ment and certification required by
paragraph (a) of this section.

(ii) The confidentiality claim is not
accompanied by the substantiation re-
quired by paragraph (b) of this section.
If the submitter claims an exemption
from substantiation under paragraph
(b)(5) of this section and the exemption
does not apply or an explanation is not
provided for the exemption pursuant to
paragraph (b)(6) of this section, the
confidentiality claim is deficient.

(iii) The confidentiality claim is not
accompanied by a public copy that
meets the requirements of paragraph
(c) of this section.

(iv) The confidentiality claim is for a
specific chemical identity and is not
accompanied by a generic name that
meets the requirements of paragraph
(d) of this section.

(2) A submission that is identified as
deficient under paragraph (e)(1) of this
section will be held for a period of up
to 10 business days, and the submitter
will be notified via CDX as described in
paragraph (h) of this section. During
the hold, which commences on the day
the CDX notice is sent, any applicable
review period for the underlying sub-
mission will be suspended until either
the deficiency is corrected or the 10
business days elapse without such cor-
rection. Upon the occurrence of the
first of either of these events, the ap-
plicable review period for the under-
lying submission commences or comes
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out of suspension. If the deficiency is
not remedied during the suspension,
EPA will proceed with review of the
submission and may deny the CBI
claim(s).

(f) Electronic reporting required. (1)
TSCA submissions bearing confiden-
tiality claims must be submitted via
CDX, except where EPA directs that
information subpoenaed under section
11(c) of the Act or materials collected
or requested by EPA as part of an in-
spection under section 11(a) of the Act,
not be submitted via CDX. Any re-
quired TSCA submission asserting a
CBI claim that does not meet the re-
quirements of this paragraph will be
deemed incomplete. EPA reserves the
ability to waive the requirements of
this paragraph, at its discretion, where
compliance is infeasible.

(2) You must use CISS to complete
and submit TSCA submissions via
CDX. To access CISS go to https:/
cdx.epa.gov/ and follow the appropriate
links.

(3) On receipt by EPA, each elec-
tronic TSCA submission will be as-
signed a case number or document
identifier, which will be available to
the submitter in their CDX account.
This identifier may be used as a ref-
erence in future communications that
concern the substance and may be used
by EPA in public communications (e.g.,
FEDERAL REGISTER notices) that con-
cern the submission, such as notices of
receipt, final confidentiality deter-
mination, pending confidentiality
claim expiration, or in other regu-
latory actions that concern the TSCA
submission.

(g8) Requirement to report health and
safety studies using templates. Submit-
ters of health and safety studies or in-
formation from such studies must pro-
vide such data in templated form,
using an appropriate OECD harmonized
template, if such template is available
for the data type (https:/www.oecd.org/
ehs/templates/). Individual test or data
submission rules or orders may specify
an appropriate template or templates.
Submission of templated data is not a
substitute for submitting a full study
report where a specific TSCA rule or
order requires submission of the full
study report (e.g., §720.50(a) of this sub-
chapter, or according to the terms of a
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specific order under section 5(e) of the
Act).

(h) Requirement to maintain company
contact information; electronic notices
concerning confidentiality claims. (1) To
facilitate ongoing or future commu-
nication concerning TSCA submissions,
current contact information for all of
the individuals associated with a par-
ticular TSCA submission must be
maintained. Contact information for
all the individuals associated with a
particular TSCA submission must be
updated by amending the submission
via CDX, except that submissions that
are either no longer accessible to the
submitting company or that were not
submitted via CDX (e.g., submissions
that were originally provided on paper
or other physical media), updated com-
pany contact must be provided via CDX
using the appropriate EPA-provided
electronic reporting application in
CISS. In circumstances where owner-
ship of the company or unit of a com-
pany has changed, such that contact
information for one or more prior
TSCA submissions that include con-
fidentiality claims is affected, a notice
of transfer of ownership must be di-
rected to EPA via CDX. Instructions
for providing this notice and for re-
questing access to copies of a prior
TSCA submission are available at
hitps://cdx.epa.gov/.

(2) When EPA contacts a TSCA sub-
mitter concerning confidentiality
claims (e.g., related to a pending or
concluded confidentiality claim review,
a deficient submission, or in relation to
the 10-year expiration of a confiden-
tiality claim (described in section 14(e)
of the Act)), EPA may provide notices
and other correspondence to the sub-
mitter via CDX, using the contact in-
formation provided in the most recent
version of the submission, or using the
contact information provided in a more
recent notice of transfer of ownership
relating to that submission. The fact
and date of delivery of such notice is
verified automatically by CDX.

(3) In addition to individual notice
described in paragraph (h)(2) of this
section, EPA will publish on its
website, or other appropriate platform,
a list of TSCA submissions with con-
fidentiality claims that are approach-
ing the end of the ten-year period of
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protection described in section 14(e) of
the Act. Such TSCA submissions will
be referred to by the TSCA case or doc-
ument identifier (as described in para-
graph (f)(3) of this section) that was as-
signed to the submission by EPA when
it was originally submitted. TSCA sub-
missions will be added to this list at
least 60 days prior to the end of the
ten-year period of protection, along
with instructions for reasserting and
substantiating expiring claims.

(4) When a confidentiality claim is
being reviewed pursuant to section 14(f)
of the Act, EPA will provide, when nec-
essary, notice of such review and an op-
portunity to substantiate or resubstan-
tiate the affected confidentiality claim
to the submitter using the contact in-
formation for the authorized official or
technical contact provided in the most
recent version of the submission or in a
more recent notice of transfer of own-
ership relating to that submission.

(5) Where the submission with the
relevant CBI claim was not originally
made via CDX, EPA will send the no-
tice via courier or US Mail to the com-
pany address provided in the most re-
cent TSCA submission made by that
company, or via other means that al-
lows verification of the fact and date of
receipt. The notice will provide in-
structions for substantiating claims
that were exempt from substantiation
when the confidentiality claim was as-
serted or for which the submitter was
otherwise not required to provide sub-
stantiation at the time of initial sub-
mission, and for updating or re-sub-
stantiating as necessary any claims
that were previously substantiated.

(i) Withdrawing confidentiality claims.
TSCA confidentiality claims may be
voluntarily withdrawn by the sub-
mitter at any time.

(1) Confidentiality claims in TSCA
submissions that were originally made
via electronic submission may be with-
drawn. To withdraw a claim, a person
must reopen the submission in CDX,
remove confidentiality markings (e.g.,
confidential checkmarks or brack-
eting), revise public copies including
any attachments to unredact the infor-
mation no longer claimed confidential,
and then resubmit the submission.

(2) For submissions that were not
originally made via CDX, or that are
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no longer accessible to the submitting
company via CDX, confidentiality
claims may also be withdrawn via CDX
using the “TSCA Communications’ ap-
plication or successor system. The
withdrawal correspondence must indi-
cate the case or document number (or
other applicable document identifier or
document identifying details) from
which CBI claims are being withdrawn,
identify the submitting company, and
include a list or description of the in-
formation for which CBI claims are
being withdrawn, including page num-
bers where relevant. Current contact
information for the person with-
drawing the claim must also be pro-
vided, in the event EPA needs clarifica-
tion concerning which claim or claims
are being withdrawn.

(3j) Amending public copy following con-
fidentiality claim denial or expiration. (1)
Following the expiration or EPA’s de-
nial of a TSCA confidentiality claim,
the person who asserted the denied or
expired claim should prepare and sub-
mit a revised public copy of the sub-
mission to EPA, following the proce-
dures for voluntarily withdrawing
claims described in paragraph (i) of
this section.

(2) If the person who asserted the de-
nied or expired claim declines or fails
to provide within 30 days a revised pub-
lic copy of the submission that in-
cludes the information for which the
confidentiality claim(s) were denied or
expired, EPA may prepare an adden-
dum to the original public copy, as
needed, disclosing the information to
the public.

§703.7 EPA review of confidentiality
claims under TSCA section 14(g)

(a) Representative subset and selection
of submissions for review. (1) A rep-
resentative subset consists of at least
25 percent of confidentiality claims as-
serted under TSCA, not including
claims for specific chemical identity or
for the categories of information listed
in section 14(c)(2) of the Act. Excluded
from the representative subset are:

(i) Inquiries with respect to potential
submission to EPA of a notification
under 40 CFR part 720, 721, 723, or 725 by
a person who has not submitted the no-
tification at the time of the inquiry,
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including inquiries under §720.25(b) or
§721.11 of this subchapter;

(ii) Submissions or other communica-
tion not submitted to EPA via CDX;
and

(iii) Amendments to previous TSCA
submissions.

(2) To satisfy its confidentiality
claim review obligations under section
14(g)(1)(C)(ii) of the Act, EPA will gen-
erally review all claims (except those
exempt from substantiation under sec-
tion 14(c)(2) of the Act) in every fourth
TSCA submission submitted via CDX
that is part of the representative sub-
set, in chronological order of receipt by
EPA. For each submission selected for
review as part of the representative
subset, EPA reviews and approves or
denies every individual confidentiality
claim in that submission (except
claims that are exempt under sections
14(c)(2) and 14(g) of the Act), including
claims made in attachments and
amendments available to EPA at the
time of the review.

(b) Review of mew and expiring con-
fidentiality claims under TSCA Section
14(g). (1)) Under section 14(g) of the
Act, EPA will review:

(A) All chemical identity claims as-
serted in TSCA submissions except
those that are exempt from substan-
tiation according to section 14(c)(2)(G)
of the Act; and

(B) a representative subset of other
confidentiality claims as provided in
paragraph (a) of this section.

(ii) Final determinations will be
issued by the General Counsel or their
designee, which may include personnel
outside of the Office of General Coun-
sel.

(2) EPA will review all timely re-
quests for extension of claims under
section 14(e) of the Act within 30 days
of receipt.

(3) EPA will also review or re-review
confidentiality claims under certain
other circumstances, as set out in sec-
tion 14(f) of the Act. Review under sec-
tion 14(f) of the Act are conducted in
accordance with procedures set out in
§703.8.

(c) Commencement of the review period
and effect of amendments. Subject to
§703.5(e), the 90-day review period de-
scribed in section 14(g) of the Act be-
gins on the day that EPA accepts a new
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TSCA submission that includes con-
fidentiality claims. For new informa-
tion, other than specific chemical iden-
tity, added to a submission after EPA
first accepts the submission, the review
will take into account such amend-
ments to that submission that are
made either up to 60 days from the
original submission date, or until the
Agency issues a final confidentiality
determination for the submission,
whichever comes first. If a submission
is amended to report an additional or
different chemical substance that in-
cludes a new specific chemical identity
claim, the TSCA section 14(g) review
period for the added chemical identity
begins on the day EPA accepts the
amendment including the new claim.

(d) Publication of final determinations.
Final confidentiality determinations
will be published on EPA’s website, or
other platform, periodically, in accord-
ance with the requirements of section
26(j) of the Act.

(e) Claim denials and notice period. In
the case that EPA determines that a
claim or part of a claim is not entitled
to confidential treatment, EPA will
provide notice of the denial to the per-
son who made the claim and provide
reasons for the denial or denial in part.
The notice will be provided, as de-
scribed in §703.5(h). The 30-day notice
period described in section 14(g)(2)(B)
of the Act begins on the next business
day following the date the notice is
made available to the submitter in
their CDX account.

(f) Substantive criteria for use in con-
fidentiality determinations. Information
claimed as confidential under section
14 of the Act will be approved if all of
the following apply:

(1) The business has asserted a busi-
ness confidentiality claim which has
not expired by its terms, nor been
waived nor withdrawn;

(2) The business has satisfactorily
shown that it has taken reasonable
measures to protect the confidentiality
of the information, and that it intends
to continue to take such measures for
as long as the claim is maintained;

(3) The information is not, and has
not been, reasonably obtainable with-
out the business’s consent by other
persons (other than governmental bod-
ies) by use of legitimate means (other
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than discovery based on a showing of
special need in a judicial or quasi-judi-
cial proceeding; e.g., the business has
demonstrated a reasonable basis to be-
lieve the information is not readily dis-
coverable through reverse engineer-
ing);

(4) The business has demonstrated a
reasonable basis to conclude that dis-
closure of the information is likely to
cause substantial harm to the competi-
tive position of the business; and

(6) No statute denies confidential
protection to the information. Infor-
mation from health and safety studies
respecting any chemical that has been
offered for commercial distribution or
for which testing is required under sec-
tion 4 of the Act or notice is required
under section 5 of the Act is not enti-
tled to confidential treatment, except
that the following information may be
entitled to confidential treatment if it
otherwise meets the remainder of cri-
teria in this paragraph (f):

(i) Any information, including for-
mulas (including molecular structures)
of a chemical substance or mixture,
that discloses processes used in the
manufacturing or processing of a chem-
ical substance or mixture; or

(ii) In the case of a mixture, the por-
tion of the mixture comprised by any
of the chemical substances in the mix-
ture.

(6) The business adequately dem-
onstrates that the information is com-
mercial or financial information ob-
tained from a person and is confiden-
tial within the meaning of FOIA Ex-
emption 4 (5 U.S.C. 552(b)(4)).

(g) Criteria to use in consideration of
requests for extension under TSCA section
14(e). Requests to extend the period of
confidentiality protection under TSCA
section 14(e) will be evaluated using
the same criteria as described in para-
graph (f) of this section. Requests for
extension may rely on a substantiation
previously provided to EPA, but the
submitter must recertify that the sub-
stantiation is still true and correct.

§703.8 EPA review of confidentiality
claims under TSCA section 14(f).

(a) Review of confidentiality claims ini-
tiated under TSCA Section 14(f). In ac-
cordance with the procedures described
in this section, EPA may review con-
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fidentiality claims where authorized by
TSCA section 14(f)(1), and will review
confidentiality claims subject to TSCA
section 14(f)(2) in the following situa-
tions:

(1) In response to a request under the
Freedom of Information Act (b U.S.C.
5562) for TSCA information claimed con-
fidential;

(2) If EPA has reason to believe that
information claimed confidential does
not qualify for protection from disclo-
sure; or

(3) For any chemical substance which
EPA determines under TSCA section
6(b)(4)(A) presents an unreasonable risk
of injury to health or the environment.

(b) Substantiation exemptions not appli-
cable. The exemptions from substan-
tiation requirements contained in sec-
tion 14(c)(2) of TSCA do not apply to
confidentiality claims reviewed under
this section 703.8, even if such exemp-
tions applied when the information was
originally submitted to EPA.

(c) Additional substantiation. If nec-
essary, such as where substantiation
has not previously been provided for
confidentiality claims under review, or
where EPA has reason to believe the
substantiation is incomplete or out of
date, EPA will request additional sub-
stantiation from the person(s) that
claimed the information as confiden-
tial.

(d) Additional substantiation notice. If
additional substantiation is necessary,
EPA will provide notice to the person
that claimed the information as con-
fidential in the manner specified in
§703.5(h)(4). The notice will provide the
time allowed for additional substan-
tiation from the business and the
method for requesting a time extension
if necessary. If the person does not
make a timely response or extension
request, EPA will consider any existing
substantiations in its review of the
claims or, in the case of any unsub-
stantiated claim, EPA will construe
this as a waiver of the claim and may
make the information public without
any further notice to the submitter.

(e) Substantive criteria for use in con-
fidentiality determinations. The criteria
in §703.7(f) apply to confidentiality de-
terminations initiated under TSCA sec-
tion 14(f).
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(f) Adverse determinations and notice
period. Final determinations will be
issued by the General Counsel or their
designee, including personnel outside
of the Office of General Counsel. Ex-
cept for instances where claims were
waived, if EPA determines that infor-
mation claimed confidential does not
qualify for protection from disclosure,
EPA will provide written notice to the
person who asserted the claim. The no-
tice will be provided electronically, as
described in §703.5(h)(2). The 30-day no-
tice period described in TSCA section
14(2)(2)(B) begins on the next business
day following the date the notice is
made available to the submitter in
their CDX account.

(g) Disclosure of Information. After a
final determination has been made by
EPA to release some or all of the infor-
mation claimed as confidential, the
Agency shall make the information
available to the public (in the absence
of a court order prohibiting disclosure)
whenever:

(1) The period provided for com-
mencement by a business of an action
to obtain judicial review of the deter-
mination has expired without notice to
EPA of commencement of such an ac-
tion; or

(2) The court, in a timely-commenced
action, has denied the person’s motion
for a preliminary injunction, or has
otherwise upheld the EPA determina-
tion.

(h) Notice relating to public requests for
records. Any person whose request for
release of the information under 5
U.S.C. 552 is pending at the time notice
is given under paragraph (f) of this sec-
tion shall be furnished notice under 5
U.S.C. 552 either stating the cir-
cumstances under which the some or
all of the information will be released
or denying the request if all requested
information was found to be entitled to
confidential treatment.

PART 704—REPORTING AND
RECORDKEEPING REQUIREMENTS

Subpart A—General Reporting and Rec-
ordkeeping Provisions for Section 8(a)
Information-Gathering Rules

Sec.
704.1 Scope.
704.3 Definitions.
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704.5 Exemptions.

704.7 Confidential
claims.

704.9 Where to send reports.

704.11 Recordkeeping.

704.13 Compliance and enforcement.

business information

Subpart B—Chemical-Specific Reporting
and Recordkeeping Rules

704.20 Chemical substances manufactured or
processed at the nanoscale.

704.25 11-Aminoundecanoic acid.

704.33 P-tert-butylbenzoic acid (P-TBBA), p-
tert-butyltoluene (P-TBT) and p-tert-
butylbenzaldehyde (P-TBB).

704.43 Chlorinated naphthalenes.

704.45 Chlorinated terphenyl.

704.95 Phosphonic acid, [1,2-ethanediyl-
bis[nitrilobis-(methylene)]]tetrakis-
(EDTMPA) and its salts.

704.102 Hexachloronorbornadiene.

704.104 Hexafluoropropylene oxide.

704.175 4,4-methylenebis(2-chloroaniline)
(MBOCA).

AUTHORITY: 15 U.S.C. 2607(a).

Subpart A—General Reporting
and Recordkeeping Provisions
for Section 8(a) Information-
Gathering Rules

§704.1 Scope.

(a) This part specifies reporting and
recordkeeping procedures under sec-
tion 8(a) of the Toxic Substances Con-
trol Act (TSCA) for manufacturers, im-
porters, and processors of chemical
substances and mixtures (hereafter col-
lectively referred to as substances)
that are identified in subpart B of this
part. The reporting and recordkeeping
provisions in subpart A of this part
apply throughout this part unless re-
vised in any other subpart.

(b) Subpart B of this part sets out
chemical-specific reporting and record-
keeping requirements under section
8(a) of TSCA.

[63 FR 51715, Dec. 22, 1988, as amended at 60
FR 31920, June 19, 1995]

§704.3 Definitions.

All definitions as set forth in section
3 of TSCA apply in this part. In addi-
tion, the following definitions are pro-
vided for the purposes of this part.

Annual means the corporate fiscal
year.

Article means a manufactured item
(1) which is formed to a specific shape
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or design during manufacture,
which has end use function(s) depend-
ent in whole or in part upon its shape
or design during end use, and (3) which
has either no change of chemical com-
position during its end use or only
those changes of composition which
have no commercial purpose separate
from that of the article, and that re-
sult from a chemical reaction that oc-
curs upon end use of other chemical
substances, mixtures, or articles; ex-
cept that fluids and particles are not
considered articles regardless of shape

or design.

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

ture(s).

CAS Number means Chemical Ab-

stracts Service Registry Number.

Coproduct means a chemical sub-
stance produced for a commercial pur-

pose during the manufacture,
essing, use,
chemical substance or mixture.

Customer means any person to whom
a manufacturer, importer, or processor
directly distributes any quantity of a
chemical substance, mixture, mixture
containing the substance or mixture,
or article containing the substance or
mixture, whether or not a sale is in-

volved.

Domestic means within the

graphical boundaries of the 50 United
States, including the District of Co-
lumbia, the Commonwealth of Puerto
Rico, the Virgin Islands, Guam, Amer-
ican Samoa, the Northern Mariana Is-
lands, and any other territory or pos-

session of the United States.

Enclosed process means a manufac-
turing or processing operation that is
designed and operated so that there is
no intentional release into the environ-
ment of any substance present in the
operation. An operation with fugitive,
inadvertent, or emergency pressure re-
lief releases remains an enclosed proc-
ess so long as measures are taken to
prevent worker exposure to and envi-
ronmental contamination from the re-

leases.

EPA means the United States Envi-

ronmental Protection Agency.
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§704.3

Import means to import for commer-
cial purposes.

Import for commercial purposes means
to import with the purpose of obtain-
ing an immediate or eventual commer-
cial advantage for the importer, and in-
cludes the importation of any amount
of a chemical substance or mixture. If
a chemical substance or mixture con-
taining impurities is imported for com-
mercial purposes, then those impuri-
ties also are imported for commercial
purposes.

Import in bulk form means to import a
chemical substance (other than as part
of a mixture or article) in any quan-
tity, in cans, bottles, drums, barrels,
packages, tanks, bags, or other con-
tainers, if the chemical substance is in-
tended to be removed from the con-
tainer and the substance has an end use
or commercial purpose separate from
the container.

Importer means (1) any person who
imports any chemical substance or any
chemical substance as part of a mix-
ture or ar