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EFFECTIVE DATE NOTE: At 59 FR 14115, Mar. 25, 1994, in § 712.30 paragraph (x), the chemical 
substances under the category ‘‘propylene glycol ethers esters’’ and all related dates were 
stayed, effective March 25, 1994. At 60 FR 31921, June 19, 1995, § 712.30 was amended in part by 
redesignating paragraph (x) as paragraph (e). 

PART 716—HEALTH AND SAFETY 
DATA REPORTING 

Subpart A—General Provisions 

Sec. 
716.1 Scope and compliance. 
716.3 Definitions. 
716.5 Persons who must report. 
716.10 Studies to be reported. 
716.20 Studies not subject to the reporting 

requirements. 
716.21 Chemical specific reporting require-

ments. 
716.25 Adequate file search. 
716.30 Submission of copies of studies. 
716.35 Submission of lists of studies. 
716.40 EPA requests for submission of fur-

ther information. 
716.45 How to report on substances and mix-

tures. 
716.50 Reporting physical and chemical 

properties. 
716.55 Confidentiality claims. 
716.60 Reporting schedule. 
716.65 Reporting period. 

Subpart B—Specific Chemical Listings 

716.105 Additions of substances and mix-
tures to which this subpart applies. 

716.120 Substances and listed mixtures to 
which this subpart applies. 

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

SOURCE: 51 FR 32726, Sept. 15, 1986, unless 
otherwise noted. 

Subpart A—General Provisions 

§ 716.1 Scope and compliance. 
(a) This subpart sets forth require-

ments for the submission of lists and 
copies of health and safety studies on 
chemical substances and mixtures se-
lected for priority consideration for 
testing rules under section 4(a) of the 
Toxic Substances Control Act (TSCA) 
and on other chemical substances and 
mixtures for which EPA requires 
health and safety information in ful-
filling the purposes of TSCA. 

(b) Section 15(3) of TSCA makes it 
unlawful for any person to fail or 
refuse to submit information required 
under this subpart. Section 16 provides 
that a violation of section 15 renders a 

person liable to the United States for a 
civil penalty and possible criminal 
prosecution. Under section 17, the dis-
trict courts of the United States have 
jurisdiction to restrain any violation of 
section 15. 

§ 716.3 Definitions. 

The definitions in section 3 of TSCA 
apply to this subpart. In addition, the 
following definitions are provided for 
the purposes of this subpart: 

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). 

Co-product means a chemical sub-
stance produced for a commercial pur-
pose during the manufacture, proc-
essing, use, or disposal of another 
chemical substance(s) or mixture(s). 

Copy of study means the written pres-
entation of the purpose and method-
ology of a study and its results. 

EPA means the United States Envi-
ronmental Protection Agency. 

Health and safety study or study 
means any study of any effect of a 
chemical substance or mixture on 
health or the environment or on both, 
including underlying data and epide-
miological studies, studies of occupa-
tional exposure to a chemical sub-
stance or mixture, toxicological, clin-
ical, and ecological or other studies of 
a chemical substance or mixture, and 
any test performed under TSCA. 

(1) It is intended that the term health 
and safety study be interpreted broadly. 
Not only is information which arises as 
a result of a formal, disciplined study 
included, but other information relat-
ing to the effects of a chemical sub-
stance or mixture on health or the en-
vironment is also included. Any data 
that bear on the effects of a chemical 
substance on health or the environ-
ment would be included. Chemical 
identity is part of, or underlying data 
to, a health and safety study. 

(2) Examples are: 
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(i) Long- and short-term tests of mu-
tagenicity, carcinogenicity, or 
teratogenicity; data on behavioral dis-
orders; dermatoxicity; pharmacological 
effects; mammalian absorption, dis-
tribution, metabolism, and excretion; 
cumulative, additive, and synergistic 
effects; and acute, subchronic, and 
chronic effects. 

(ii) Tests for ecological or other envi-
ronmental effects on invertebrates, 
fish, or other animals, and plants, in-
cluding: Acute toxicity tests, chronic 
toxicity tests, critical life-stage tests, 
behavioral tests, algal growth tests, 
seed germination tests, plant growth or 
damage tests, microbial function tests, 
bioconcentration or bioaccumulation 
tests, and model ecosystem (micro-
cosm) studies. 

(iii) Assessments of human and envi-
ronmental exposure, including work-
place exposure, and impacts of a par-
ticular chemical substance or mixture 
on the environment, including surveys, 
tests, and studies of: Biological, photo-
chemical, and chemical degradation; 
structure/activity relationships; air, 
water, and soil transport; bio-
magnification and bioconcentration; 
and chemical and physical properties, 
e.g., boiling point, vapor pressure, 
evaporation rates from soil and water, 
octanol/water partition coefficient, and 
water solubility. 

(iv) Monitoring data, when they have 
been aggregated and analyzed to meas-
ure the exposure of humans or the en-
vironment to a chemical substance or 
mixture. 

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 are also imported for commercial 
purposes. 

Importer means any person who im-
ports a chemical substance, including a 
chemical substance as a part of a mix-
ture or article, into the customs terri-
tory of the United States and includes 
the person primarily liable for the pay-

ment of any duties on the merchandise 
or an authorized agent acting on his 
behalf (as defined in 19 CFR 1.11). Im-
porter also includes, as appropriate: 

(1) The consignee. 
(2) The importer of record. 
(3) The actual owner, if an actual 

owner’s declaration and superseding 
bond has been filed in accordance with 
19 CFR 141.20. 

(4) The transferee, if the right to 
draw merchandise in a bonded ware-
house has been transferred in accord-
ance with subpart C of 19 CFR part 144. 
For the purpose of this definition, the 
customs territory of the United States 
consists of the 50 States, Puerto Rico, 
and the District of Columbia. 

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

Listed mixture means any mixture 
listed in § 716.120. 

Manufacture means to manufacture 
for commercial purposes. 

Manufacture for commercial purposes 
means: (1) To produce, with the pur-
pose of obtaining an immediate or 
eventual commercial advantage for the 
manufacturer, and includes among 
other things such ‘‘manufacture’’ of 
any amount of a chemical substance or 
mixture: 

(i) For commercial distribution, in-
cluding for test marketing. 

(ii) For use by the manufacturer, in-
cluding use for product research and 
development, or as an intermediate. 

(2) Manufacture for commercial pur-
poses also applies to substances that 
are produced coincidentally during the 
manufacture, processing, use, or dis-
posal of another substance or mixture, 
including byproducts and impurities. 
Such byproducts and impurities may, 
or may not, in themselves have com-
mercial value. They are nonetheless 
produced for the purpose of obtaining a 
commercial advantage since they are 
part of the manufacture of a chemical 
product for a commercial purpose. 

Manufacturer means a person who 
produces or manufactures a chemical 
substance. A person who extracts a 
component chemical substance from a 
previously existing chemical substance 
or a complex combination of sub-
stances is a manufacturer of that com-
ponent chemical substance. 
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Person includes any individual, firm, 
company, corporation, joint-venture, 
partnership, sole proprietorship, asso-
ciation, or any other business entity, 
any State or political subdivision 
thereof, any municipality, any inter-
state body, and any department, agen-
cy, or instrumentality of the Federal 
government. 

Process means to process for commer-
cial purposes. 

Process for commercial purposes means 
the preparation of a chemical sub-
stance or mixture, after its manufac-
ture, for distribution in commerce with 
the purpose of obtaining an immediate 
or eventual commercial advantage for 
the processor. Processing of any 
amount of a chemical substance or 
mixture is included. If a chemical sub-
stance or mixture containing impuri-
ties is processed for commercial pur-
poses, then those impurities are also 
processed for commercial purposes. 

Propose to manufacture, import, or 
process means that a person has made a 
management decision to commit finan-
cial resources toward the manufacture, 
importation, or processing of a sub-
stance or mixture. 

Substance means chemical substance as 
defined at section 3(2)(A) of TSCA, 15 
U.S.C. 2602(2)(A). 

TSCA means the Toxic Substances 
Control Act (15 U.S.C. 2601 et seq.). 

§ 716.5 Persons who must report. 
(a) Except as provided in paragraphs 

(b) and (c) of this section, only those 
persons described in this section are re-
quired to report under this part. Per-
sons who must report include manufac-
turers (including importers) who fall 
within the North American Industry 
Classification System (NAICS) (in ef-
fect as of January 1, 1997) Subsector 325 
(chemical manufacturing and allied 
products) or Industry Group 32411 (pe-
troleum refineries), who: 

(1) In the 10 years preceding the effec-
tive date on which a substance or mix-
ture is added to § 716.120, either had 
proposed to manufacture (including 
import), or had manufactured (includ-
ing imported) the listed substance or 
listed mixture (including as a known 
byproduct), are required to report dur-
ing the reporting period specified in 
§ 716.65. 

(2) As of the effective date on which 
a substance or mixture is added to 
§ 716.120, and who propose to manufac-
ture (including import), or who are 
manufacturing (including importing) 
the listed substance or listed mixture 
(including as a known byproduct), are 
required to report during the reporting 
period specified in § 716.65. 

(3) After the effective date on which 
a substance or mixture is added to 
§ 716.120, and who propose to manufac-
ture (including import) the listed sub-
stance or listed mixture (including as a 
known byproduct), are required to re-
port during the reporting period speci-
fied in § 716.65. 

(b) A rule promulgated under the au-
thority of 15 U.S.C. 2607(d) may require 
that any person who does not fall with-
in NAICS (in effect as of January 1, 
1997) Subsector 325 or Industry Group 
32411, and who had proposed to manu-
facture (including import) or process, 
had manufactured (including imported) 
or processed, proposes to manufacture 
(including import) or process, or is 
manufacturing (including importing) 
or processing a substance or mixture 
listed in § 716.120 must report under this 
part. 

(c) Processors and persons who pro-
pose to process a substance or mixture 
otherwise subject to the reporting re-
quirements imposed by this part are 
not subject to this part unless EPA 
specifically states otherwise in a par-
ticular notice or rule promulgated 
under the authority of 15 U.S.C. 2607(d). 

[63 FR 15773, Apr. 1, 1998] 

§ 716.10 Studies to be reported. 

(a) In general, health and safety stud-
ies, as defined in § 716.3, on any sub-
stance or listed mixture listed in 
§ 716.120, that are unpublished are re-
portable, i.e., must be submitted or 
listed. However, this requirement has 
limitations according to the nature of 
the material studied, so that: 

(1) All studies of substances and list-
ed mixtures are reportable. However, in 
the case of physical and chemical prop-
erties, only those studies listed in 
§ 716.50 must be submitted. 

(2) Studies of mixtures known to con-
tain substances or listed mixtures list-
ed in § 716.120 are reportable except for 
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studies of physical and chemical prop-
erties and the studies exempted at 
§ 716.20(a)(6) (i) through (vi). 

(3) Studies of substances or listed 
mixtures that a person who is report-
ing has manufactured, imported, or 
processed or proposed to manufacture, 
import, or process only as impurities 
are not generally reportable under 
§ 716.20(a)(9). 

(4) Underlying data, such as medical 
or health records, individual files, lab 
notebooks, and daily monitoring 
records supporting studies do not have 
to be submitted initially. EPA may re-
quest underlying data later under 
§ 716.40. 

(b) [Reserved] 

§ 716.20 Studies not subject to the re-
porting requirements. 

(a) Excluding paragraph (a)(3) of this 
section, the following types of studies 
are exempt from the copy and list sub-
mission requirements of §§ 716.30 and 
716.35. 

(1) Studies which have been published 
in the scientific literature. 

(2) Studies previously submitted to 
the EPA Office of Pollution Prevention 
and Toxics. These studies are limited 
to section 8(e) submissions, studies 
submitted during section 4 proceedings, 
studies submitted with premanufacture 
notices or significant new use notices, 
and studies submitted ‘‘for your infor-
mation’’ (FYI submissions) in support 
of EPA’s TSCA Existing Chemicals 
Program. Studies which have been ini-
tiated pursuant to a TSCA section 4(a) 
test rule, for which the person has sub-
mitted a letter of intent to conduct 
testing in accordance with the provi-
sions of § 790.25 of part 790 of this chap-
ter, are exempt from the list submis-
sion requirements of § 716.35. 

(3) Except for those studies described 
in paragraph (a)(2) of this section, stud-
ies previously submitted to any Fed-
eral agency with no claims of confiden-
tiality are exempt only from the copy 
submission requirements of § 716.30, and 
must be listed in accordance with the 
provisions of § 716.35. 

(4) Studies conducted or initiated by 
or for another person who is subject to, 
and who will report the studies under 
§§ 716.30 and 716.35. 

(5) Studies of chemical substances 
which are not on the TSCA Chemical 
Substances Inventory. This exemption 
applies only to those substances within 
categories listed under § 716.120(c). 

(6) The following types of studies 
when the subject of the study is a mix-
ture known to contain a substance or 
listed mixture listed under § 716.120. 

(i) Acute oral toxicity studies. 
(ii) Acute dermal toxicity studies. 
(iii) Acute inhalation toxicity stud-

ies. 
(iv) Primary eye irritation studies. 
(v) Primary dermal irritation stud-

ies. 
(vi) Dermal sensitization studies. 
(vii) Physical and chemical prop-

erties. 
If the substance or listed mixture is an 
impurity, no reporting is required (see 
paragraph (a)(9) of this section). 

(7) Analyzed aggregations of moni-
toring data based on monitoring data 
acquired more than 5 years preceding 
the date the substance or listed mix-
ture was added to the list under 
§ 716.120. 

(8) Analyzed aggregations of moni-
toring data on mixtures known to con-
tain one or more substances or listed 
mixtures listed in § 716.120, when the 
monitoring data are not analyzed to 
determine the exposure or concentra-
tion levels of the substances or listed 
mixture listed under § 716.120. 

(9) Studies on a substance or listed 
mixture listed under § 716.120 that the 
person who is reporting has manufac-
tured, imported, or processed or pro-
posed to manufacture, import, or proc-
ess only as an impurity. When report-
ing of such studies is to be required, 
that reporting will be separately pro-
posed in the FEDERAL REGISTER. 

(10) Studies of chemical substances or 
listed mixtures previously submitted 
by trade associations in accordance 
with the provisions of § 716.30. 

(b) The following types of studies on 
substances or listed mixtures listed 
under § 716.120 are exempt from the 
copy and list submission requirements 
of §§ 716.30 and 716.35. 

(1) For the listed ureaformaldehyde 
resins (CAS Nos. 9011–05–6 and 68611–64– 
3), studies on agronomic plant growth 
or damage which demonstrate only 
that the resins stimulate plant growth 
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or cause plant damage when applied as 
a fertilizer. 

(2) For the specified chemicals in 
§ 716.120(d) under the category 
‘‘Siloxanes,’’ acute oral, dermal, and 
inhalation toxicity studies and pri-
mary eye and dermal irritation studies. 

(3) For the listed chemicals under 
§ 716.120(d) in the category ‘‘OSHA 
Chemicals in Need of Dermal Absorp-
tion Testing,’’ studies on ecological ef-
fects. 

(4) For the chemicals listed at 
§ 716.120 with a special exemption ref-
erencing this paragraph, studies on 
mixtures containing the listed sub-
stance at levels below 1 percent of the 
mixture, except when a purpose of the 
study includes the investigation of the 
effects of the listed substance at levels 
below 1 percent. 

(5) Rulemaking proceedings that add 
substances and mixtures to § 716.120 
will specify the types of health and/or 
environmental effects studies that 
must be reported and will specify the 
chemical grade/purity requirements 
that must be met or exceeded in indi-
vidual studies. Chemical grade/purity 
requirements will be specified on a per 
chemical basis or for a category of 
chemicals for which reporting is re-
quired. 

[51 FR 32726, Sept. 15, 1986, as amended at 58 
FR 47649, Sept. 10, 1993; 58 FR 68315, Dec. 27, 
1993; 60 FR 34884, July 5, 1995; 63 FR 15773, 
Apr. 1, 1998] 

§ 716.21 Chemical specific reporting 
requirements. 

(a) Health and safety studies report-
able under part 716 for the following 
chemical substances, mixtures, or cat-
egories of chemical substances, as list-
ed in § 716.120, must be submitted or 
listed only as specified in this section: 

(1) For 3H-1,2,4-triazole-3-thione, 5- 
amino-1,2-dihydro- and imidazo[4,5- 
d]imidazole-2,5-(1H,3H)-dione, 
tetrahydro-, all unpublished environ-
mental effects studies and health ef-
fects studies on pharmacokinetics, 
genotoxicity, subchronic toxicity, 
immunotoxicity, carcinogenicity, re-
productive effects, and developmental 
toxicity where the purity of 3H-1,2,4- 
triazole-3-thione, 5-amino-1,2-dihydro- 
or imidazo[4,5-d]imidazole-2,5-(1H,3H)- 
dione, tetrahydro- is greater than or 

equal to 90% of the test substance by 
weight must be submitted. 

(2) For benzenamine, 3-chloro-2,6- 
dinitro-N,N-dipropyl-4- 
(trifluoromethyl)-, all unpublished en-
vironmental effects studies including 
bioconcentration, environmental fate 
studies on biodegradation, and health 
effects studies on pharmacokinetics, 
subchronic toxicity, mutagenicity, re-
productive effects, and developmental 
toxicity, and carcinogenicity where the 
purity of benzenamine, 3-chloro-2,6- 
dinitro-N,N-dipropyl-4- 
(trifluoromethyl)- is greater than or 
equal to 90% of the test substance by 
weight must be submitted. 

(3) For stannane, dimethylbis[(1- 
oxoneodecyl)oxy]-, all unpublished en-
vironmental effects studies including 
bioconcentration, environmental fate 
studies on hydrolysis and biodegrada-
tion and health effects studies on phar-
macokinetics, subchronic toxicity, mu-
tagenicity, neurotoxicity, reproductive 
effects, and developmental toxicity, 
and carcinogenicity where the purity 
of stannane, dimethylbis[(1- 
oxoneodecyl)oxy]- is greater than or 
equal to 90% of the test substance by 
weight must be submitted. 

(4) For benzene, 1,3,5-tribromo-2-(2- 
propenyloxy)-, all unpublished environ-
mental effects studies including bio-
concentration, environmental fate 
studies on biodegradation and health 
effects studies on pharmacokinetics, 
subchronic toxicity, neurotoxicity, re-
productive effects, and developmental 
toxicity, and carcinogenicity where the 
purity of benzene, 1,3,5-tribromo-2-(2- 
propenyloxy)- is greater than or equal 
to 90% of the test substance by weight 
must be submitted. 

(5) For 1-triazene, 1,3-diphenyl-, all 
unpublished health effects studies on 
pharmacokinetics, genotoxicity, sub-
chronic and chronic toxicity, reproduc-
tive effects, and developmental tox-
icity where the purity of 1-triazene, 1,3- 
diphenyl- is greater than or equal to 
90% of the test substance by weight 
must be submitted. 

(6) For the 9 chemicals in the indium 
compound category, all unpublished 
health effects studies on pharmaco-
kinetics, genotoxicity, subchronic and 
chronic toxicity, reproductive effects, 
and developmental toxicity where the 
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purity of the indium compound is 
greater than or equal to 90% of the test 
substance by weight must be sub-
mitted. 

(7) For all voluntary HPV Challenge 
Program orphan (unsponsored) chemi-
cals: 

(i) All unpublished environmental 
fate studies, meeting the criteria set 
forth in paragraph (a)(7)(iv) of this sec-
tion, on water solubility; adsorption/ 
desorption on particulate surfaces, e.g., 
soil; vapor pressure; octanol/water par-
tition coefficient; density/relative den-
sity (specific gravity); particle size dis-
tribution for insoluble solids; dissocia-
tion constant; degradation by photo-
chemical mechanisms—aquatic and at-
mospheric; degradation by chemical 
mechanisms—hydrolytic, reductive, 
and oxidative; degradation by biologi-
cal mechanisms—aerobic and anaer-
obic. Studies of physical and chemical 
properties meeting the criteria set 
forth in paragraph (a)(7)(iv) of this sec-
tion must be reported if performed for 
the purpose of determining the envi-
ronmental or biological fate of a sub-
stance, and only if they investigated 
one or more of the properties listed in 
this paragraph. In addition, all unpub-
lished studies meeting the criteria set 
forth in paragraph (a)(7)(iv) of this sec-
tion on melting point and boiling point 
must be submitted. 

(ii) All unpublished health effects 
studies meeting the criteria set forth 
in paragraph (a)(7)(iv) of this section 
including pharmacokinetics, 
genotoxicity, acute toxicity, subacute 
toxicity, subchronic toxicity, chronic 
toxicity, reproductive toxicity, devel-
opmental toxicity, immunotoxicity, 
neurotoxicity, and oncogenicity/car-
cinogenicity. 

(iii) All unpublished environmental 
effects studies meeting the criteria set 
forth in paragraph (a)(7)(iv) of this sec-
tion including acute and chronic tox-
icity studies of aquatic and terrestrial 
vertebrates and invertebrates and 
aquatic plants. 

(iv) Only studies where the voluntary 
HPV Challenge Program orphan 
(unsponsored) chemical is ≥ 90% of the 
test substance by weight should be sub-
mitted. In addition, only studies that 
were conducted using TSCA, Federal 
Insecticide, Fungicide, and Rodenticide 

Act (FIFRA), Organization for Eco-
nomic Cooperation and Development 
(OECD) or other internationally ac-
cepted test guidelines or voluntary 
consensus standards should be sub-
mitted. Studies performed where the 
voluntary HPV Challenge Program or-
phan (unsponsored) chemical is < 90% 
of the test substance by weight are not 
requested at this time. 

(8)(i) Reporting requirements apply 
only to manufacturers (including im-
porters) of consumer products intended 
for use by children who also manufac-
ture (including import) lead or lead 
compounds. For the category ‘‘lead and 
lead compounds,’’ all unpublished 
health and safety studies that: 

(A) Relate to the lead content of con-
sumer products that are ‘‘intended for 
use by children’’ as that term is de-
fined at 40 CFR 710.43 (excluding chil-
dren’s metal jewelry), or 

(B) Assess children’s exposure to lead 
from such products (including studies 
of bioavailability). 

(ii) With regard to purity, studies 
showing any measurable lead content 
in such products must be submitted. 

(b) [Reserved] 

[69 FR 24522, May 4, 2004, as amended at 71 
FR 47135, Aug. 16, 2006; 73 FR 5115, Jan. 29, 
2008] 

§ 716.25 Adequate file search. 
The scope of a person’s responsibility 

to search records is limited to records 
in the location(s) where the required 
information is typically kept, and to 
records kept by the person or the per-
son’s individual employee(s) who is/are 
responsible for keeping such records or 
advising the person on the health and 
environmental effects of chemicals. 
Persons are not required to search for 
reportable information dated before 
January 1, 1977, to comply with this 
subpart unless specifically required to 
do so in a rule. 

[63 FR 15773, Apr. 1, 1998] 

§ 716.30 Submission of copies of stud-
ies. 

(a)(1) Except as provided in §§ 716.5, 
716.20, and 716.50, persons must send to 
EPA copies of any health and safety 
studies in their possession for the sub-
stances or mixtures listed in § 716.120. 

VerDate Mar<15>2010 16:57 Aug 29, 2011 Jkt 223174 PO 00000 Frm 00098 Fmt 8010 Sfmt 8010 Q:\40\40V31.TXT ofr150 PsN: PC150



89 

Environmental Protection Agency § 716.35 

Persons are responsible for submitting 
copies on only the substances or listed 
mixtures which they: Have manufac-
tured, imported, or processed or pro-
posed to manufacture, import, or proc-
ess (including as known byproducts) 
within the 10 years preceding the effec-
tive date for reporting on the sub-
stances or listed mixtures; manufac-
ture, import, or process on the effec-
tive date for reporting on the sub-
stances or listed mixtures; and propose 
to manufacture, import, or process fol-
lowing the effective date for reporting 
on the substances or listed mixtures. 
Persons who list studies as ongoing or 
initiated under § 716.35(a) (1) and (2) 
must submit them when they are com-
pleted. 

(2) [Reserved] 
(b) Submissions under paragraph (a) 

of this section must be identified either 
on the face of the study or otherwise 
by the applicable chemical name and 
CAS number (if any) listed in 
§ 716.120(a) (1) and (2), and must be ac-
companied by a cover letter containing 
the name, job title, address and tele-
phone number of the submitting offi-
cial, and the name and address of the 
manufacturing or processing establish-
ment on whose behalf the submission is 
made. In the cover letter, submitters 
must identify any impurity or additive 
known to have been present in the sub-
stance or listed mixtures as studied un-
less its presence is specifically noted in 
the study itself. The cover letter ac-
companying a study submitted by a 
trade association must also state that 
the submission is to satisfy reporting 
requirements under this part. 

(c) You must submit copies of health 
and safety studies and the accom-
panying cover letters by one of the fol-
lowing methods: 

(1) Mail, preferably certified, to the 
Document Control Office (DCO) 
(7407M), Office of Pollution Prevention 
and Toxics (OPPT), Environmental 
Protection Agency, 1200 Pennsylvania 
Ave., NW., Washington, DC 20460–0001, 
ATTN: 8(d) Health and Safety Report-
ing Rule (Notification/Reporting). 

(2) Hand delivery to OPPT Document 
Control Office (DCO), EPA East, Rm. 
6428, 1201 Constitution Ave., NW., 
Washington, DC, ATTN: 8(d) Health 
and Safety Reporting Rule (Notifica-

tion/Reporting). The DCO is open from 
8 a.m. to 4 p.m., Monday through Fri-
day, excluding legal holidays. The tele-
phone number for the DCO is (202) 564– 
8930. Such deliveries are only accepted 
during the DCO’s normal hours of oper-
ation. 

[51 FR 32726, Sept. 15, 1986, as amended at 52 
FR 20084, May 29, 1987; 52 FR 44828, Nov. 20, 
1987; 53 FR 12523, Apr. 15, 1988; 60 FR 34463, 
July 3, 1995; 63 FR 15773, Apr. 1, 1998; 71 FR 
47135, Aug. 16, 2006] 

§ 716.35 Submission of lists of studies. 
(a) Except as provided in §§ 716.5, 

716.20, and 716.50, persons subject to 
this rule must send lists of studies to 
EPA for each of the listed substances 
or listed mixtures (including as a 
known byproduct) in § 716.120 which 
they are manufacturing, importing, or 
processing, or which they propose to 
manufacture (including import) or 
process. 

(1) Ongoing studies. As of the date a 
person becomes subject to this part, a 
list of ongoing health and safety stud-
ies being conducted by or initiated for 
them, noting for each entry: The begin-
ning date of the study, the purpose of 
the study, the types of data to be col-
lected, the anticipated date of comple-
tion, and the name and address of the 
laboratory conducting the study. 

(2) Initiated studies. After the date a 
person becomes subject to this part, a 
list of studies initiated by or for them, 
noting for each entry: The beginning 
date of the study, the purpose of the 
study, the types of data to be collected, 
the anticipated date of completion, and 
the name and address of the laboratory 
conducting the study. 

(3) Studies which are known but with-
out possession of copies. As of the date a 
person becomes subject to this part, a 
list of unpublished health and safety 
studies known to them of which they 
do not have copies. The name and ad-
dress of any person known to them to 
possess a copy of the unpublished study 
must accompany each entry on the 
list. For purposes of this section only, 
an unpublished study will be consid-
ered to be ‘‘known to’’ a person, if the 
study can be discovered by a file search 
in accordance with § 716.25. 

(4) Studies previously sent to Federal 
agencies without confidentiality claims. A 
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list of unpublished studies which have 
been sent to a Federal Agency with no 
claims of confidentiality. The submis-
sion must for each study: Identify the 
study by title, state the name and ad-
dress to whom the study was sent, and 
the month and year in which the study 
was submitted. Any study identified 
will be treated as if it were submitted 
under section 8(d) and will be available 
for public disclosure under section 14(b) 
of TSCA. Persons subject to this re-
quirement may submit either a list of 
unpublished health and safety studies 
previously submitted to any Federal 
agency without claims of confiden-
tiality in accordance with § 716.35(a)(4), 
or copies of each such study in accord-
ance with § 716.30. 

(b) Submission under paragraph (a) of 
this section must be identified either 
on the face of the study or otherwise 
by the applicable chemical name and 
CAS number (if any) listed in 
§ 716.120(a) (1) and (2), and must be ac-
companied by a cover letter containing 
the name, job title, address and tele-
phone numbers of the submitting offi-
cial, and the name and address of the 
manufacturing or processing establish-
ment on whose behalf the submission is 
made. 

(c) You must submit lists of health 
and safety studies by one of the fol-
lowing methods: 

(1) Mail, preferably certified, to the 
Document Control Office (DCO) 
(7407M), Office of Pollution Prevention 
and Toxics (OPPT), Environmental 
Protection Agency, 1200 Pennsylvania 
Ave., NW., Washington, DC 20460–0001, 
ATTN: 8(d) Health and Safety Report-
ing Rule (Notification/Reporting). 

(2) Hand delivery to OPPT Document 
Control Office (DCO), EPA East, Rm. 
6428, 1201 Constitution Ave., NW., 
Washington, DC, ATTN: 8(d) Health 
and Safety Reporting Rule (Notifica-
tion/Reporting). The DCO is open from 
8 a.m. to 4 p.m., Monday through Fri-
day, excluding legal holidays. The tele-
phone number for the DCO is (202) 564– 
8930. Such deliveries are only accepted 

during the DCO’s normal hours of oper-
ation. 

[51 FR 32726, Sept. 15, 1986, as amended at 52 
FR 20084, May 29, 1987; 52 FR 44828, Nov. 20, 
1987; 53 FR 12523, Apr. 15, 1988; 53 FR 46746, 
Nov. 18, 1988; 60 FR 34463, July 3, 1995; 63 FR 
15774, Apr. 1, 1998; 71 FR 47135, Aug. 16, 2006] 

§ 716.40 EPA requests for submission 
of further information. 

EPA may, by letter, request a person 
to submit or make available for review 
the following information after the ini-
tial reporting under §§ 716.30 and 716.35. 
If the requested submissions are not 
made, EPA may subpoena them under 
section 11 of TSCA, 15 U.S.C. 2610. 

(a) Submission of underlying data of 
the kind described in § 716.10(a)(4) by 
persons who submit copies of studies 
under § 716.30 or list studies under 
§ 716.35(a)(1) or § 716.35(a)(2). 

(b) Submission of preliminary reports 
of ongoing studies by persons who list 
the studies under § 716.35(a)(1) or 
§ 716.35(a)(2). 

(c) Submission of copies of studies by 
persons listed under § 716.35(a)(3) as pos-
sessing them. 

§ 716.45 How to report on substances 
and mixtures. 

Section 716.120 lists substances and 
mixtures, in order by Chemical Ab-
stract Service Registry Number and by 
alphabetical order. Studies of listed 
substances and listed mixtures shall be 
reported as follows: 

(a) When a substance is individually 
listed under § 716.120(a), studies of the 
substance and studies of mixtures 
known to contain the substance must 
be reported as studies of that sub-
stance. 

(b) When two or more substances are 
listed as a mixture under § 716.120(b), 
studies of the listed mixture and stud-
ies of any mixture known to contain 
the listed mixture must be reported as 
studies of the listed mixture. 

(c) Studies of the following prepara-
tions of a substance must be reported 
as studies of the substance itself, not 
as studies of mixtures known to con-
tain the substance. 

(1) The substance in aqueous solu-
tion. 
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(2) The substance containing a small 
amount of an additive, such as a sta-
bilizer, emulsifier, or other chemical 
added for purposes of maintaining the 
integrity or physical form of the sub-
stance. 

(3) The substance of the grade/purity 
specified in each rule promulgated 
under 15 U.S.C. 2607(d). 

[51 FR 32726, Sept. 15, 1986, as amended at 63 
FR 15774, Apr. 1, 1998] 

§ 716.50 Reporting physical and chem-
ical properties. 

Studies of physical and chemical 
properties must be reported under this 
subpart if performed for the purpose of 
determining the environmental or bio-
logical fate of a substance, and only if 
they investigated one or more of the 
following properties: 

(a) Water solubility. 
(b) Adsorption/desorption on particu-

late surfaces, e.g., soil. 
(c) Vapor pressure. 
(d) Octanol/water partition coeffi-

cient. 
(e) Density/relative density (specific 

gravity). 
(f) Particle size distribution for insol-

uble solids. 
(g) Dissociation constant. 
(h) Degradation by photochemical 

mechanisms—aquatic and atmospheric. 
(i) Degradation by chemical mecha-

nisms—hydrolytic, reductive, and 
oxidative. 

(j) Degradation by biological mecha-
nisms—aerobic and anaerobic. 

§ 716.55 Confidentiality claims. 
(a)(1) Section 14(b) of TSCA provides 

that EPA may not withhold from dis-
closure, on the grounds that they are 
confidential business information, 
health and safety studies of any sub-
stance or mixture that has been offered 
for commercial distribution (including 
for test marketing purposes and for use 
in research and development), any sub-
stance or mixture for which testing is 
required under TSCA section 4, or any 
substance for which notice is required 
under TSCA section 5, except to the ex-
tent that disclosure of data from such 
studies would reveal— 

(i) Processes used in the manufac-
turing, importing, or processing of the 
substance or mixture, or 

(ii) The portion of a mixture com-
prised by any of the substances in the 
mixture. 

(2) Any respondent who wishes to as-
sert a claim that part of a study should 
be withheld from disclosure because 
disclosure would reveal a confidential 
process or quantitative mixture com-
position should briefly state the basis 
of the claim, e.g., by saying ‘‘reveals 
confidential mixture proportion data,’’ 
and clearly identify the material sub-
ject to the claim. 

(3) Any respondent may assert a con-
fidentiality claim for company name or 
address, financial statistics, and prod-
uct codes used by a company. This in-
formation will not be subject to the 
disclosure requirements of section 14(b) 
of TSCA. 

(4) Information other than company 
name or address, financial statistics, 
and product codes used by a company, 
which is contained in a study, the dis-
closure of which would clearly be an 
unwarranted invasion of personal pri-
vacy (such as individual medical 
records), will be considered confiden-
tial by EPA as provided in Title 5, 
United States Code, section 552(b)(6). 

(b) To assert a claim of confiden-
tiality for data contained in a sub-
mitted document, the respondent must 
submit two copies of the document: 

(1) One copy must be complete. In 
that copy, the respondent must indi-
cate what data, if any, are claimed as 
confidential by bracketing or under-
lining the specific information. Each 
page containing data claimed as con-
fidential must also contain a brief 
statement for the basis of the claim as 
well as a label such as ‘‘confidential,’’ 
‘‘proprietary,’’ or ‘‘trade secret.’’ 

(2) The second copy must be com-
plete, except that all information 
claimed as confidential in the first 
copy must be deleted. The second copy 
will be immediately subject to public 
disclosure. 

(3) Failure to furnish a second copy 
when information is claimed as con-
fidential in the first copy will be con-
sidered a presumptive waiver of the 
claim of confidentiality. EPA will no-
tify the respondent by certified mail 
that a finding of a presumptive waiver 
of the claim of confidentiality has been 
made. The respondent will be given 30 
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days from the date of his or her receipt 
of this notification to submit the re-
quired second copy. If the respondent 
fails to submit the second copy within 
the 30 days, EPA will place the first 
copy in the public file. 

(c) If no claim of confidentiality ac-
companies a document at the time it is 
submitted to EPA, the document will 
be placed in an open file available to 
the public without further notice to 
the respondent. 

§ 716.60 Reporting schedule. 
(a) General requirements. Except as 

provided in § 716.5 and paragraphs (b) 
and (c) of this section, submissions 
under §§ 716.30 and 716.35 must be post-
marked on or before 60 days after the 
effective date of the listing of a sub-
stance or mixture in § 716.120 or within 
60 days of proposing to manufacture 
(including import) or process a listed 
substance or listed mixture (including 
as a known byproduct) if first done 
after the effective date of the sub-
stance or mixture being listed in 
§ 716.120. 

(b)(1) Submission of lists of initiated 
studies. Persons subject to the listing 
requirements of § 716.35(a)(2) must in-
form EPA of the initiated study within 
30 days of its initiation. 

(2) Submission of copies of completed 
studies. Persons must submit copies of 
studies listed as ongoing or initiated 
under § 716.35(a) (1) and (2) within 30 
days of completing the study. 

(c) Requests for extensions of time. Re-
spondents who cannot meet a deadline 
under this section may apply for a rea-
sonable extension of time. Extension 
requests must be postmarked on or be-
fore 40 days after the effective date of 
the listing of a substance or mixture in 
§ 716.120. The Director of EPA’s Office 
of Pollution Prevention and Toxics will 
grant or deny extension requests. 

(d) Submission methods. You must sub-
mit a request for an extension of time 
in writing by one of the following 
methods: 

(1) Mail, preferably certified, to the 
Director, Office of Pollution Preven-
tion and Toxics (OPPT) (7401M), Envi-
ronmental Protection Agency, 1200 
Pennsylvania Ave., NW., Washington, 
DC 20460–0001, ATTN: Section 8(d) Ex-
tension. 

(2) Hand delivery to OPPT Document 
Control Office (DCO), EPA East, Rm. 
6428, 1201 Constitution Ave., NW., 
Washington, DC, ATTN: Section 8(d) 
Extension. The DCO is open from 8 a.m. 
to 4 p.m., Monday through Friday, ex-
cluding legal holidays. The telephone 
number for the DCO is (202) 564–8930. 
Such deliveries are only accepted dur-
ing the DCO’s normal hours of oper-
ation. 

[51 FR 32726, Sept. 15, 1986, as amended at 60 
FR 34464, July 3, 1995; 63 FR 15774, Apr. 1, 
1998; 71 FR 47135, Aug. 16, 2006] 

§ 716.65 Reporting period. 

Unless otherwise required in a rule 
promulgated under 15 U.S.C. 2607(d) re-
lating to a listed chemical substance or 
listed mixture [hereinafter ‘‘rule’’], the 
reporting period for a listed chemical 
substance or listed mixture will termi-
nate 60 days after the effective date on 
which the listed chemical substance or 
listed mixture is added to 40 CFR 
716.120. EPA may require reporting for 
a listed chemical substance or listed 
mixture beyond the 60 day period in a 
rule promulgated under 15 U.S.C. 
2607(d), however EPA will not extend 
any reporting period later than 2 years 
after the effective date on which a list-
ed chemical substance or listed mix-
ture is added to 40 CFR 716.120. After 
the applicable reporting period termi-
nates, any person subject to the rule 
under 40 CFR 716.5 (a)(2) or (a)(3) and 
who has submitted to EPA lists of on-
going or initiated studies under 40 CFR 
716.35 (a)(1) or (a)(2) must submit a 
copy of any such study within 30 days 
after its completion, regardless of the 
study’s completion date. 

[63 FR 15774, Apr. 1, 1998] 

Subpart B—Specific Chemical 
Listings 

§ 716.105 Additions of substances and 
mixtures to which this subpart ap-
plies. 

The requirements of this subpart will 
be extended periodically to cover addi-
tional substances and mixtures. Two 
procedures will be used to add sub-
stances and mixtures. 
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