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tion of records must be submitted. The .

- reporting period will be specified by

" the letter or notice but in no case will

such reporting period be less than 45
days from the date of the letter or the
effective date of the notice. :
(¢) How fo reporl. When required to
report, firms must submit copies-of
. records (preferably by certified mail)
to: Document Processing Center (TS-
790) Rm. L-100, Office of Toxic Sub-
_ stances, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. ATTN: 8(c) Allegations.

(Approved by the Office of Management

and Budget under control number 2070--

0017)

(48 FR 38187, Aug 22, 1983 as amended at .

49 FR 23183, June 5, 1984; 52 FR 20084,
May 29. 1987; 53 FR 12523, Apr. 15, 1988)

§717.19 Confidentiality.
(a) Any person submitting copies of

‘ records may assert a business confi--
- dentfality claim covering all or part of

" the submitted information. Any infor.
mation covered by a claim will be dis-
closed by EPA only as provided in pro-
cedures set forth at Part 2 of this title.

(b) If no claim accompanies a docu-
ment at the time it is submitted to
EPA, the document will be placed in
-an open file available to the public

-without further not.lce to the respond-

ent. .
(2) To asset a claim of confidential-

ity for information contained in a sub-

mitted- record, the. respondent must
" submit two copies of the document.

- (1) One copy must be complete. In
that copy. the respondent must indi-
cate what information, if any, is

claimed as confidential by marking the -

- specific information on each page with
a label such as “confidéntial™, “propri-
etary”, or “trade secret” and briefly
" state the basis of the claim.

(2) If some information is claimed as
confidential, the respondent must
submit a second copy of the record.

" The second copy must be complete,

 except that all information claimed as
confidential in the first copy must. be
deleted.

(3) The first copy will be for interna.l :

‘use by EPA. The second copy will be
placed in, an open file t.o be available

LIS A DTRR YN IT R LN

AP4-1

Page 311 of 341

APPENDIX 4
.40 CFR Ch. I (7-1-90 Edition)

(4) Failure to turnish a second copy
when information is claimed as confi-
dential in the first copy will be consid-
ered a presumptive waiver of the claim

.of confidentiality. EPA will notify the

respondent by certified mail that a
finding of a presumptive waiver of t.he

‘claim of confidentiality has been
-made. The respondent will be given 30

days from the date of receipt of notifi-

“cation to submit the required 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.
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AUTHORITY: 15 US.C. 2604, 2607, and 2613.

. SOURCE: 48 FR 21742, May 13, 1983, unless -
- otherwise noted.

Subpart A—General Provisions

§720.1 Scope

This part establishes procedures for
the reporting of new chemical sub-

stances by manufacturers and import- -
ers under section 5 of the Toxic Sub- :

stances Control Act, 15 U.S.C. 2604.
The rule defines the persons and
chemical substances subject to the re-

porting requirements, prescribes the.

contents of section 5§ notices, and es-
. tablishes procedures for submitting
notices. The rule also establishes EPA
- policy regarding claims of confiden-
- tiality for, and public ‘disclosure of,
_ various categories of information sub-
' niutted in connection with section 5 no-
- tices

(Approved by the Omce ot Manaxement
and Budget under control number 2070-
0012) -~ . . .

. §720.3 Deﬁmtlons

(a)(1) For the purposes of this part
the ~.terms “cosmetic,”

. Federal Food, Drug, and Cosmetic Act,.

21 U.S.C. 321 et séq., and the regula-

tions' issued under it. In addition, the

term “food” includes poultry and poul-
-"try products, as-defined in the Poultry

Products Inspection Act, 21 U.S.C. 453
et seq.; meats and meat food products

as defined in the Federal Meat Inspec-

tion Act, 21 U.S.C. 60 et seq.; and eggs

- **device,” -
© “drug,” “food,™ ‘and “food additive”
have the meanings ‘contained in the.

§7203

&

and egg products as defined in the:

‘Egg Products: Inspection Act, 21 US.C.
1033 et seq.

(2) The term “pestlcide" has the
meaning contained Jn the Federal In-

secticide, Fungicide,- and Rodenticide -
Act, 71 US.C. 136 et seq. end the regu-

‘lations issued under it.

(3) The terms "byproduct material,” .

“source material,” and “special nucle-
ar material” have the meanings con-
tained in the Atomic Energy Act of
1954, 42 U.S.C 2014 et seq. and the reg-
ulations issued under it.. :

(b) “Act”. means the Toxic Sub-
stances Control Act, 15 US.C. 2601 et
seq.

(c) “Article” means a manufactured -

item (1) which is formed to a specific
shape or design during manufacture,
(2) which has end use function(s) de-
pendent in whole or in part upon its
shape or design during end use, and
(3) which has either no change of

chemical composition during its end:

use or only those changes of composi-
tion which have no commercial pur-
pose separate from that of the article
and that may occur as described in
§ 720.36(gX(5), except that fluids and
. particles are not considered articles re-
gardless of shape or design.
- (d) “Byproduct” means & chemical
‘substance produced without a separate
commercial intent during. the manu-
- facture, processing, use, or disposal of
- another chemical substance or mix-
ture.__
- (e) “Chemical substance" means any
orzenic or inorganic substance of a
particular molecular identity, includ-

ing . any combination of such sub-"" :~ A

stances occurring in whole or in part

. &8s a result of a chemical reaction or -
‘occurring in nature, and any chemical -

_element or-uncombined radical, except
"that “chemical substance’” does not in-
clude: .
A1) Any mixture.
. (2) Any pesticide when manufac-
tured, processed, or distributed in-com-
merce for use as a pesticide.
.{(3) Tobacco or any tobacco product.
(4) Any source material, special nu-
_ clear material, or byproduct material.
(5) Any. pistol, firearm revolver,

- ~shells or cartridges.

(6) Any food, food additive, drug,
cosmetic, or. device, when manufac-
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tured, processed, or distributed in com-
merce for use as a food, food additive,
- drug, cosmetic, or device. . =

© () “Commerce” means trade, traffic,
transportation, or other commerce (1)
between a place in & State and any

place outside of such State, or (2)

which affects trade, traffic, transpor-
tation, or commerce between a place in
o gsute and any place outside of such

tate. -

Ag) “Customs territory of the United.

States” means the 50 States, Puerto
Rico, and the District of Columbia.

(h) “Director” means the Director of
~ the EPA Office of Toxic Substances.

(i) “Distribute in commerce” means
to sell in commerce, to introduce or de-
lver for introduction into commerce,
or to hold after introduction into com-
merce. -

(}) “EPA” means the U.S. Environ-
mental Protection Agency. :

.(k) “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. & chemical sub- -

stance or mixture, toxicological, clini-
cal, and ecological, or other studies of
a chemical substance or mixture, and

any test performed under the Act.

" Chemical identity is always part of a
- health and safety study. i
" (1) Not only is information which

l -arises as a result of a formal, disci- -

. plined study included, but other infor-

mation relating to the effects of a

chemical substance  or mixture on

health or the environment is also in- -

cluded. Any data that bear on the ef-

fects of a chemical substance on

. health or the
included. . .
© (2) Examples include: S

environment would be

() Long- and short-term ‘tests of mu- _

- tagenicity, carcinogenicity, or terato-
genicity; data on behavioral disorders;
pharmacological ef-
fects; mammalian absorption, distribu-
tion, metabolism, and excretion; cumu-
lative, additive, and synergistic effects;
acute, subchronic, and chronic effects;

. and structure/activity analyses.

(if) Tests for ecological or other envi-
ronmental effects on invertebrates,
" fish, or other animals, and plants, in-

*
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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 bioaccumu-
lation tests, and model ecosystem (mi-
crocosm) studies. .

(iil) 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:

air, water, and sofl transport; biomag-

nification and bioconcentration: and

‘chemical and physical properties, e.g.,
boiling point. vapor pressure, evapora-

tion rates from soil and water, octa-
nol/water partition coefficient, and
water solubility. .

(iv) Monitoring data, when they
have been aggregated and analyzed to
measure the exposure of humans or
the environment to a chemical sub-
stance or mixture. - '

(v) Any assessments of risk to health
and the environment resulting from

‘the manufacture, processing, distribu-

tion in commerce, use, or disposal of
the chemical substance.

(1) “Importer” means any person
who imports a chemical substance, in-

‘cluding a chemical substance as part
-of & mixture or article, into the cus-

toms territory of the United States.

““Importer” includes the person pri-

marily. liable for the payment of any
duties on the merchandise or an au-
thorized agent acting on his or her
behalf. The term also includes, as ap-
propriate: S e

(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;0r . = . .

(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. (See “principal importer.”)

(m) “Impurity” means a chemical
substance which. iIs - unintentionally
p:':ent with another chemical sub-
stance. '
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(n) “Intermediate” means any chem-
jcal substance. that is consumed, in

. whole or in part, in chemical reactions -

used ‘for the intentional manufacture
of another chemical substance(s) or
mixture(s), or that is intentionally
present for the purpose of altering the
rates of such chemical reactions. .

(0) “Inventory” means the list of

chemical substances manufactured or-

. - processed in ‘the United States that
- EPA compiled and keeps current
. ‘under section 8(b) of the Act.

(p) “Known to or reasonably ascer-
tainable by” means all information in
& person’s possession or control, plus
.all - Information that a reasonable

person similarly situated might be ex-

pected to possess, control, or know,
(qQ) “Manufacture” means to produce
or manufacture in the United States
or import into the customs t.errit.ory of
the United States. -
{r) “Manufacture or import for com-
mercial purposes” means: -
-~ (1) To import, produce, or manufac-
. ture with the purpose of obtaining an
immediate or eventual commercial ad-

- vantage for the manufacturer or im-

porter, and includes, among -other

things, “manufacture” of any amount -

of a chemical substance or mixture::

(1) For commercial - distribution, in-
. cluding for test marketing.
- .(il) For use by the manufacturer, in-

cluding -use for product research and .

development or as an intermediate.
. (2).. The term also applies to sub-

. :"sta.nces that are produced coinciden-
- tally during the manufacture, process-

ing, use, or disposal of another sub-

" stance or mixture, including byprod--

"~ ucts that are separated from that
other substance or mixture and impu-
rities that remain in that substance or

- mixture. Byproducts and" impurities

without separate commercial value are
nonetheless produced for the purpose
‘of obtaining a commercial advantage,
since they are part.of the manufacture
of a chemical .substance for commer-
cial purposes..

(s) “Manufacture solely for export"'
means to manufacture or import for .
ccommercial purposes a chemical sub- -

- stance solely for export from the

United States under the following re- .

strictlons on activltles in the Unlted
-States o

¢ '§720.3 -

(1 Distribution in commerce is limit-
. ed to purposes of export or processing

solely for export as defined in §721.3
of this chapter. .
€2) The ma.nufacturer or importer.
and any person to whom the substance
is distributed for purposes of export or
processing solely for export (as de-

fined in §721.3 of this chapter), may

not use the substance except in small

.quantities solely for research and de-
'velopment. in accordance with § 720.36.

(t) “Manufacturer” means a person
who imports, produces, or manufac-
tures a chemical substance. A person
who extracts a component chemical

‘ substance -from a previously existing

chemical substance or a complex com-

"bination of substances is a manufac-

turer of that component chemical sub-
stance. A person who contracts with a
manufacturer to -manufacture or
produce a chemical substance is also a
manufacturer if (1) the manufacturer
manufactures or produces the sub-
stance exclusively for that person, and
(2) that person specifies the identity
of the substance and controls the total
amount produced and the basic tech-

" ‘nology for the plant process.

(u) “Mixture” means any combina-
tion of two-or more chemical sub-
stances if the combination does not
occur in nature and is not, in whole or

-in part, the result of a chemical reac-

tion; except “mixture” does include (1)
any combination which occurs, in
whole or in part, as a result of a chem-

“ical reaction if the combination could
-have been manufactured for commer-

cial purposes without a chemical reac-
tion at the. time the chemical sub-
stances comprising the combination
were combined, and if all of the chemi-

cal substances comprising the combi-
nation are not new chemical sub-

stances, and (2) hydrates of a chemical
substance or hydrated ions formed by
association of a chemical substance

with water, s0 long as the nonhydrat-

ed form is itself not a. ‘new chemical
substance.

(v) “New chemical substa.noe” means
any chemicsl substance which is not

included on the Inventory.

(w) “Nonisolated intermediate”
means any intermediate that is not in-

tentionally removed from the equip-
' ment in which it is manufa.ctured in-
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cluding the reaction vessel in which it

is manufactured, equipment which is

ancillary to ‘the reaction vessel, and
any equipment through which the

chemical substance passes during a
continuous- flow process, but not in--

cluding tanks or other vessels in which
. the substance is st.ored after its manu-
facture.

(X) “Person” means a.ny natural
person, firm, company, corporation,
joint-venture, partnership, sole propri-
etorship, association, or any other
business entity, any .State or political
" 'subdivision thereof, any municipality,
any interstate body, and-any depart-
ment, agency or instrumentality of the
Federal Government.

(y) “Possession or control” means in
- possession or control of the submitter,
or of any sutsidiary, partnership in
which the submitter is a general part-
ner, parent company, or any company

or partnership which the parent com-.

pany owns or controls, if the subsidi-
ary, parent company, or other compa-

ny or partnership is associated with

. the submitter in the research, develop-
ment, test marketing, or commercial
marketing of the chemical substance
in .question. (A parent company owns
or controls another company if the

parent owns or controls. 50 percent or

more -of the cther company’'s voting

stock. A parent company owns or con-

* trols any partnership. in which it is a
general partner). Information is in-
- cluded within this definition if it is:

. (1) In files maintained by submit-
- ter's employees who are: ‘

(i) Associated with research, develop-
ment, test marketing, or commercial
. marketing of the chemical substance
in question.

(ii) Reasona.bly likely to have such'

‘data.
(2) Mamtained in the ﬁles of other

agents of the submitter who are asso--

ciated with research, development,
test marketing, or commercial market-

. 'ing of the chemical substance in ques-~
* tion in the course of their employment.

~ as such agents.

(2) “Principal lmporter" means the
first importer who, knowing that a_

new chemical substance will be im-
ported rather than manufactured do-

- --mestically, speclﬁes the identity of the
‘chemical substance and the total

2
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amount to be imported. Only persons -
who are incorporated, licensed, or
doing business in the United. St.a.t.es

‘may be principal importers.

(aa) “Process” means the prepara-
tion of a chemical substance or mix-

- ture, after its manufacture, for distri- -

bution in commerce (1) in the same’
form or physical state as, or in a dif-
ferent form or physical state from,
that ‘in which it was received by the
person 8o preparing such substance or
mixture, or (2) as part of a mixture or
article containing the chemical sub-
stance or mixture.

(bb) “Processor” means any person
who processes 8 ehemleal substance or
mixture.

(cc) “Small quantities solely for re-
search -and deveiopment” (or “small
quantities solely for purposes of scien-

-tific experimentation or analysis or

chemical research on, or analysis of,
such substance or another substance,
including such research or analysis for
the development of a product”) means
quantities of a chemical substance
manufactured, imported, or processed
or proposed to be manufactured, im-
ported, or processed solely for re-

'search and development that are not

greater than reasonably necessary for-
such purposes.

(dd) “State” means any State of the -
United States and the District of Co-
lumbia, the Commonwealth of Puerto
Rico, the Virgin Islands, Guam, the

*.Canal Zone, American Samoa, the

Northern Mariana Islands, and any
other territory or possession of the
United States.

(ee) “Technically qualified indxvid—
ual” means a person or persons (1)
who, because of education, training, or
experience, or a combination of these
factors, is capable of understanding
the health and environmental risks as-

sociated with the chemical substance

which is used under his or her supervi-
sion, (2) who is responsible for enfore-

“ing appropriate methods of conducting

scientific experimentation, analysis, or
chemical research to minimize such
risks, and (3) who is.responsible for
the safety assessments and clearances
related to the procurement, storage,

. use, and disposal of the chemical sub-

stance as may be appropriate or ge-

-
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quired withm the scope of conducting
-a research and development activity. -

. ) “Test data” means data from a .
‘formal or informal test or experiment,

including information concerning the
objectives, experimental methods and
materials, protocols, results, data anal-
. yses, recorded observations, monitor-
ing data, measurements, and conclu-
sions from a test or experiment.

(ge) “Test marketing” means the dis-
~tribution in commerce of no more
- than & predetermined amount of a
chemical substance, mixture, or article
containing that chemical substance or
mixture, by a manufacturer or proces-
sor, to no more than a defined number
of potential customers to explore
market capability in a competitive sit-
uation during a predetermined testing
period prior to the broader distribu-

- tion of that chemical substance, mix-

" ture, or article in commerce.

(hh) “United States,” when used in
" the geographic sense, means all of the
States

{48 I-‘R 21742. May 13, 1983, as amended at
51 FR-15101, Apr. 22, 19861

Subpart B—Applicability

§720.22 Persons who must report.

(a)X(1) Any person who intends to
manufacture a new chemical sub-
- stance in the United States for com-
- mercial purposes must submit a notice
unless t.he substance is excluded under
§720.30. - :

" (2) If a person contracts wfth a ma.n-'

; ufacturer to manufacture or produce a
new chemical .substance; -and (i) the

. manufacturer manufactures or pro-

" duces the substance exclusively for
that person, and (ii) that person speci-
fies the identity of the substance, and

controls the total amount produced

and the basic technology for the plant
process, that person must submit the
- notice. If it' is unclear who must

~ _report, EPA should be contacted to de-

_.termine who must submit the notice.
(3) Only ‘manufacturers that are in-

corporated, licensed, or doing business
in the Umted States may submit a .

notice. . :
(bX1) Any person who mtends to

import 2 new chemical substance into

the United States for commercial pur-
_ poses must submit a notice, unless the

y  §720.25

substance is excluded under § 720.30 or-

unless the substance is import.ed as
part of an article. )

~ .(2) When' several persons are in- .
volved 'in an import transaction, the

notice must be submitted by the prin-
cipal importer. If no one person fits

 the principal importer definition in a

particular transaction, the importer
should contact EPA to determine who

- must submit the notice tor that tra.ns
- action..

5720.25- Determining whether a chemical
" substance is on the Inventory.

(a) A new chemical substance is a
chemical that is not on the Inventory.

(bX1) A chemical substance is listed
on the Inventory by specific chemical
name if its identity is not confidential.
If its identity is confidential, it is
listed by specific name in the confi-
dential portion of the Inventory. The
confidential chemical substance is also
listed on the public Inventory by a ge-

neric. name which masks the specific

identity. A person who intends to man-
ufacture or import a chemical sub-

.~ stance not listed on the Inventory by

specific chemical name may ask EPA

_whether the substance is included on

the confidential Inventory. EPA will
answer such an inquiry only if EPA
determines that the person has a bona

-fide intent to manufacture or import

the chemical substance for commercial

g purposes

(2) To establish a bonaﬁde intent. to

. ma.nuf acture or import a chemical sub-

stance, the person who proposes to

“manufacture or import the substance
“must submit to EPA: :
(i) The specific chemical identity of : -

the substance that the person intends

- to manufacture or import.

(ii) A signed statement that the
person ' intends to manufacture or

import that chemical. subst.a.nce for’

commercial purposes.

(iii). A description of the research'

and development activities. conducted
to date, and the purpose for which the
person will manufacture or import the
chemical substance. )

(iv) An elemental analysis.

(v) Either an X-ray diffraction pat-
tern (for inorganic substances), a mass

_spectrum (for most other substances),
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or an infrared spectrum of the particu-

_ . “lar chemical substance, or if such data
- do not resolve uncertainties with re- -
. spect to the identity of the chemical -

substance, additional or alternative
spectra or other data: to identify the
substance.

(3) If an importer cannot provlde all
“the information required by . para-
graph (b)(2) of this section because {t.

{s claimed confidential business infor-

mation by its foreign manufacturer or

‘supplier, the foreign manufacturer or

supplier may supply the information-
directly to EPA. -

(4) EPA will review the information .. :5 720.3(u).*

submitted by the proposed manufac-
turer or importer under this para-

graph to determine whether it has a -

bona fide intent to manufacture or

import the chemical substance. If nec-.

essary, EPA will compare this informa-
tion either to the information request-
ed for the confidential chemical sub-
stance under § 710.7(eX2Xv) of this
chapter or the information requested

~under § 720.85(b)(3)iii).
:(5) If the proposed manufacturer or
- importer has shown a bona fide intent
" to manufacture or import the. sub-

stance, and provide sufficient unam-

biguous chemical identity information .

so EPA can make a conclusive determi-
nation of the chemical substance’s In-

-, the confidential Inventory.

_ ‘whether a particular chemical sub-
~ ' .stance is on the confidential Inventory
7" within 30 days after receipt of a com- -

"(6) If the chemical substance is

“found on the confidential Inventory,

EPA' will notify the person(s) who

" originally reported the chemical sub-
stance that another person has dem-

onstrated a bone fide intent to manu-
facture or import the substance and

therefore was told that the chemical
. substance is on the Inventory.

A7) A disclosure of a conﬁdential

‘chemical identity to a person with a -
bona fide intent to manufacture or

import the particular chemical sub-
stance will not be considered a public

disclosure of confidential business in- .

formation under section 14 of the Act.
(8) EPA will answer an inquiry on

et - -
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plete submlsslon under pa.ragra.ph
(b)(2) of this section

(Approved by the Office or Manuement
and Budget under control. number 3070-

0012)

8 720.30 Chemiull ot lubject to notlﬂu-
tion requirements. - -

" The tollowlng substances are not

subject to the notification require-
ments of this part:

(a) Any substance which is not a
“chemical . substance” as defined in
$ 720.3(e). :

() Any mixture as defined in

(¢c) Any . new chemleel substance
which will be manufactured or import-

ed in small quantities solely for re-

search "and. development
§ 720.36.

(d) Any new chemleal substance

under

- which will be manufactured or import-

ed -solely for test-marketing purposes

- under an exemption granted under

§ 720.38.
(e) Any new chemical substance

‘manufactured solely for export if,

when the substance is distributed in
commerce:

- (1) ‘The substance ls labeled in ac-
cordance with section 12(aX1XB) of

) - the Act.’
- ventory status, EPA will:search the -
_.confidentisl Inventory and inform the
"proposed manufacturer or importer -
‘whether the chemical substance is on -

(2) The manufacturer knows that
the person to whom the substance is
being distributed intends to export it
or process it solely for export as de-

. fined in § 721.3 of this chapter.

(f) Any new chemical substance

‘which is manufactured or imported

under the terms of a rule promulgated
under section 5(h)(4) of the Act. ’
(g) Any byproduct if its only ‘com-
mercial purpose is for use by public or
private organizations that (1) burn it
as a fuel, (2) dispose of it as a waste,

. including in a landfill or for enriching

soil, or (3) extract componeént chemi-

cal substances from it for commercial -

purposes. (This exclusion only applies
to the byproduct; it does not apply to

1A new chemleel substanee that is manu-
factured or imported as part of a mixture is
subjeéct to -the requirements of this part.

‘This exclusion applies only to a mixture as

‘s whole and not to any chemical substances
which are part of the mixture,
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the component subst.a.nces ext.racted_

from the byproduct.)

- - (h) “The chemical- subst.a.nces de-
: scribed below: (Although they are
manufactured for commercial pur-
poses under the Act, they.are not man-
ufactured for .distribution in com-
merce as chemical substances per se

-and have no commercial purpose sepa-

‘rate from the substance, mixture, or
- article of which they are a part.) -
(1) Any impurity.

(2) Any byproduct which is not used

for commercial purposes. .
" .(3) Any chemical substance - -which
results from a chemical reaction that
occurs incidental to exposure of an-
other chemical substance, mixture, or
article to environmental factors such
‘as air, moisture, microbial organisms,
- or sunlight. -
: (4) Any chemical substance which

‘results from a chemical reaction that
- occurs incidental to storage or disposal
of another chemical substance, mix-
ture, or article.

(5) Any chemical substance which
"results from a chemical reaction that
occurs upon end use of another chemi-
cal substance, mixture, or article such

as an adhesive, paint, miscellaneous -

cleanser or other housekeeping prod-
uct, fuel additive, water softening and

treatment agent, photographic film, -

~_battery, .match, or safety flare, and
which is not itself manufactured or

.. imported-for distribution in commerce:
- or for use-as an intermediate.

(6) Any chemical- substance which

- results from a chemical reaction that

. "occurs upon use of curable plastic or
- rubber molding compounds, = inks,
drying oils, metal finishing com-

_pounds, adhesives, or paints, or any
other chemical substance formed.

. during the manufacture of an article
destined for the marketplace without

B - further chemical change of the chemi-
. cal substance except for those chemi-

cal changes .that occur as described
elsewhere in this paragraph.
“(7) Any chemical substance which

results from a chemical reaction that

occurs when (i) a stabilizer, colorant,
 odorant, “antioxidant, filler, solvent,
_carrier, surfactant, plasticizer, corro-

" sion inhibitor, -antifoamer or -de--

foamer, dispersant, precipitation -in-
hibitor, binder, emulsifier, deemulsi-

L4

§ 720.36

fier, dewa.tering agent. agglomerating'
agent, adhesion promoter, flow modi- -

fier, pH neutralizer, sequesterant, co-
‘agulant, flocculant, fire retardant, lu-
‘bricant, chelating agent, or quality

control reagent functions as intented,

or (ii) a chemical substance, which is -

intended solely to impart a specific
physiochemical characteristic, func-
tions as intended. -

"~ (8) Any nonisolated intermediate.

(i) Any chemical substance which is
manufactured solely for non-commer-
cial research and development pur-
poses. Non-commercial research and
development purposes include scientif-
ic experimentation, research, or analy-
sis conducted by academic, govern-
ment, or independent not-for-profit re-

_search organizations (e.g., universities,
colleges, teaching hospitals, and re-

"search institutes), unless the. activity

is for eventual commercial purposes.

(48 FR 21742, May 13, 1983, as unended at

51 FR 15101 Apr. 22, 19861

§720 36 Exemption for remrch and de-
© velopment.

- (a) This part does not apply to a
-.chemical substance if the following
-.-.conditions are met: :

(1) The chemlcal substance is manu-
factured or imported only in small
quantities solely for research and de-
.velopment.

(2) The manufacturer or. importer
“notifies all persons in its employ or to
- whom it directly distributes the chem-

ical substance, who are engaged in ex-

perimentation, research, or analysis on
the chemical substance, including the

manufacture, processing, use, trans- .

port, storage, and disposal of the sub-

. health, identified under paragraph (b)

_‘of this section, which may be associat-

‘ed with the substance. The notifica-
tion must be made in accordance with
paragraph (c) of this section.
~ (3) The chemical substance is used
by or directly under the supervision
-of, a technically qualified individual.
(bX(1) To determine whether notifi-
cation under paragraph (a)(2) of this
_ section is required, the manufacturer
- or importer must review and evaluate
the following information to deter-
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stance associated with research and '
development activities, of any risk to
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mine whether there is reason to be-
lieve there is any potential risk to
health which may be associated with

. the chemical substance:
" (1) Information in its possession or.

. eontrol concerning any significant ad-
verse reaction by persons exposed to
~ the chemical substance which may
. reasonably be associated with such ex-
posure.

. (i) Information provided to the
manufacturer or importer by a suppli-
er or any other person concerning a
health risk believed to be associated
with the substance.

(iif) Health and environmental ef-
fects data in its possession or control
concerning the substance. -
~ (1v)’ Information on health effects
which accompanies any EPA rule or
order issued under sections 4, §, or 6 of
the Act that applies to the substance
and of which the manufact.urer or im-
_ porter has knowledge.

i (2) When the research and develop-

. ment activity is conducted solely in a
laboratory and exposure to the chemi-
cal substance Is controlled through

the implementation of prudent labora- .

tory practices for handling chemical
substances of unknown toxicity, and
any distribution, except for. purposes
of disposal, is to other such laborato-
‘ries for. further research and develop-
~ ment activity, the information speci-
. fied in paragraph (b)(1) of this section
" need not be reviewed and evaluated.
" (For purposes of this paragraph, a lab-

.. .oratory is a contained research facility =
where relatively small queantities -of -

_chemical substances are used on a
non-production basis, and where ac-
tivities involve the use of containers
for reactions, transfers, and other han-
dling of substances designed to be
‘easily manipulated by a smgle mdwxd-
ual.)
{(¢)X1) The manufacturer or importer
: . must notify the persons identified in
paragraph (a)2) of this: section by
_ means of a container labeling system,
conspicuous placement of notices in
- areas where exposure may occur, writ-
ten notification to each person poten-
tially exposed, or any other method of

notification which adequately informs .

persons of health risks which the
manufacturer or importer has reason
. to believe may be associated with the

-
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substance, as determined under para-
graph (b)X1) of this section.

(2) If the manufacturer. or importer
distributes a chemical substance man-
ufactured or imported-under this sec-
‘tion to persons not in its employ. the
manufacturer or importer must in
written form:

(1) Notify those persons that the

substance i3 to be used only for re-
search and development purposes. -
(1f) Provide the notice of health risks
_specified in paragraph (cX1) of this
section.
-(3) The adequacy of any notification
under this section is the responsibility
“of the manufacturer or importer.
(d) A chemical substance is not

" exempt from reporting under this part

if any amount of the substance, in-
cluding as part of a mixture, is proc
essed, distributed in commerce, or

used, for any commercial purpose’

other than research and development,

except where the chemical substance

is processed, distributed in commerce,
: orusedonlyasanlmpurltyoraspart.
- of an article.

(e) Quantities of the chemical sub-
stance, or of mixtures or articles con-
" taining the chemical substance, re-

maining after completion of research

and development activities may be:

(1) Disposed of as a waste in accord-
ance with applicable Federal, state,
and local regulations, or

(2) Used for the following commer-

: cjal purposes:

(i) Burning it as a fuel. :

(ii) Reacting or otherwise processing
it to form other chemical substances
for commercial purposes, including ex-
tracting component - chemical sub—
stances.

() Quantities of research and devel-

opment substances existing solely as
impurities in a product or incorporat-
ed into an article, in accordance with
paragraph (d) of this section, and
quantities of research and develop-

ment substances used.solely for com- .

mercial purposes listed in paragraph
(e) of this section, are not subject to
the requirements of paragraphs (a),
(b), .and (¢) of this section, once re
search and development activities
have been completed.

(g) A person who manufactures or
- imports a chemical substance in small

~ N
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quantities solely for research and de-
velopment is not required to comply
with the requlrements of this section

R if the person’s-exclusive intention is to
perform research and development ac-

tivities solely for the purpose of deter-

mining whether-the substance can be’

used as a pestlcide
(51 FR 15102 Apr. 22, 1986)

§ ‘120.38 Exemptions for test markeung

- (a) Any person may apply for an ex-

emption to manufacture or import a
new chemical substance for test mar-
keting. EPA may grant the exemption
if the personn demonstrates that the

- chemical substance will not present an

unreasonable risk to injury to health
or the environment as a result of the
test marketing... :

(b) Persons applylng for a test-mar-
keting exemption should provide the
following information:

(1) All existing data rega.rding
health and environmental effects of
the chemical substance, :
physical/chemical properties or, in the
absence of such data, a discussion of

toxicity based on structure-activity re- -
lationships (SAR) and relevant data-

on chemical analogues. .
(2) The maximum quantity ‘of the

chemical substance which the appli-

cant will manufacture or import for
. test marketing.
(3) The maximum number of per-

sons who may be provided the chemi-

" cal substance during test marketing. -
(4) The maximum number of per-
“sons who may be exposed to the chem-
ical substance as a result of test mar-
keting, including information regard-

ing duration. and ‘route of such expo- -
- sures. '

5) A descrlption of the t.est-market-
ing ‘activity, including its length and
"how it can be distinguished from full-
scale commercial product.ion a.nd re-
search and development. -

(¢) In accordance with section
5(h)6) of .the Act, after EPA receives

an application for exemption under. :
_ this section, the Agency will file with - -
the Office -of the Federal Register a ~
notice containing'a summary of the in--

" formation provided in the application,

to the. extent it has not been claimed -

confidential.

including

. . §720.40

(d) No later than 45 days after EPA .
receives an application, the Agency
will either approve or deny the appli-
cation. Thereafter, EPA will publish a

notice - in the FEDERAL REGISTER ex- -
-plaining the reasons for approval or

denial.

(e) In approvlng an application for
exemption, EPA may impose any re-
strictions necessary to ensure that the
substance will not present an unrea-
sonable risk of injury to. health and

- the environment as & result of test

marketing.

(Approved by the Offlce of Management
and Budget under control number 2070-
0012) - o

'Subpcrt C—Notice Form
§720.40 General.

(a) Use of the notice form. Each
person who is required by Subpart B

. to submit a notice must complete, sign,
and submit a notice containing the in-
formation in the form and manner set

forth in EPA Form No. 7710-25 * under
Appendix A of this part. Except as
otherwise provided in Subpart C, each
notice must be submitted with all ref-
erenced attachments. The information
on the form and all attachments
(unless the attachment appears in the
open scientific literature) must be in
English. - All information submitted

- must ‘be true and correct.

(b) When to submit a notice. Each
person -who is required- to submit a
notice must submit the notice at least
90 calendar days before manufacture
or import of the new chemical sub-
stance for commercial purposes begins.

(c) Where to submit a notice: Each - -

person who .submits a notice must
submit it to the a.ddress listed on the
notice form. -

£d) General notice requzrements
Each person who submits a notice

- must provide the information de-

scribed in § 720.45 and specified on the

‘notice form, to the extent such infor-

mation is known to or reasonably as-

'Coples may be obtained from: Industry

- Assistance Office (TS-799), Office of Toxic

Substances, Environmental Protection

.Agency, 401 -M St., SW., Washington, DC

20460.

129
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certainable by the submitter. In ac--

cordance with § 720.50, the notice
" must also include any test data in the

submitter's possession or control. and
descriptions of other data which are :
known to or reasonably ascertainable .
by the submitter and which concern -

the health and environmental effects
of the new chemical substance.
(e) Agency or joint submissions. (1)

. A manufacturer or importer may des-
. ignate an agent to submit the notice.

. Both the manufacturer or importer
. and the agent must sign the certifica-
tion on the form.
(2) A manufacturer or lmport.er ‘may
. authorize another person, (e.g., a for-
eign manufacturer or supplier, or a
toll manufacturer) to report some -of

-the information required . in the notice

. to EPA on its behalf. If separate por-
‘tions of a joint notice are not submit-
ted together, the submitter should in-
dicate which information will be sup-
plied by another person and identify
that person. The other person must

submit the information on the appro- _
-an exemption under section 4(c) of the
-Act and.if another person previously

priate part of the notice form. The

manufacturer - or importer and any

other person supplying the informa-

-tion must sign the certification provid-
ed on their respective notice forms. -
~(3) If EPA receives a submission

which does not include informatjon re-

quired by this rule, which the submit-

. ter indicates that it has authorized an- -
other person to provide,‘ the notice -

review period will not begin until EPA
-receives that information.

: (f) New information. During the
“._.notice review period, if the submitter
.possesses, controls, or knows of new in- -

- formation that materially adds to,

changes, or otherwise makes signin-'
-, cantly more complete the information

included 'in. the notice, the submitter

must that information to the address.
listed -on the notice form within ten .
" .. .days-of receiving the new information,

" but no later than five .days before the

end of the notice review period. The -

new submission imust clearly identify

the submitter and the notice to which -

. the new information is related. If the
new information becomes available

~during the last five days of the notice.

review period, the submitter must im-
mediately inform its EPA cont.ra.ct for
] that notice by telephone

’

_(h)_(l) of_this .section must be data

AP4-11
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(g) Chemical substances sub:ect toa
section 4 test. rule. (1) Excépt as pro-
vided in paragraph (gX3) of this sec-
tion, if (I) A person intends to manu-
facture or import a new chemical sub-
stance which is subject. to the notifica-
tion requirements of this part, and (i)
The chemical substance is subject to a
test rule promuigated under section 4
of the Act before the notice is submit-

- ted, section 5(bX1) of the Act requires

the person to submit the test data re-
quired . by the testing rule with the
notice. The person must submit the

-aata in the form and manner specified

in the test rule and in accordance with
$ 720.50. If the person does not submit
the test data, the submission is incom-
plete and EPA will follow the proce-
dures in § 720.65.

(2) If EPA has granted the submitt,er
an exemption under section 4(c) of the
Act from the requirement to conduct
tests and submit data, the submitter
may not submit a notice until EPA re-

" cefves the test data.

(3) If EPA has granted the submit.ter

has submitted the test data to EPA,

- the exempted person may either

submit the test data or provide the fol-
lowing information as part of the

_notice:

(1) The name. tltle. and address of
the person who submltt.ed the test
data to EPA. .

(ii) The date the test dat.a were sub- _

. mitted to EPA.

" iil) A citation for the test rule.
(iv) A description of the exemption

“and a reference identifying it.

(h) Chemical substances subject to a

_ section 5(b)(¢) rule. (1) If a person @)’

intends to manufacture or import. a
new chemical substance which-is sub-

.Ject to the notification requirements
of this part and which is subject to a -

rule issued under section 5(b)(4)of the
Act; and (ii) is not required by a rule
issued under section: 4 of the Act to

-submit test data for the substance

before the submission of a notice, the
person must submit to EPA data de-
scribed in paragraph (h)(2) of this sec-
tit:in at the time the notice is submit-
te

(2) Data submitted under paragraph
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~.which the person submitting - the
notice believes show that the manu-
processing,
commerce, use and disposal of the sub-
- stance, or any combination of such ac-

tivities, will not present an unreason-

able risk of injury to health or the en-
. vironment. -

(Approved by the Office of Management
and Budget under control number 2070-
0012) ) .

§720.45 lnformatlon that must be includ-
ed in the notice form. .

Each person who submits a notice

must include the information specified -

in the notice form to the extent it is
known to or reasonably ascertainable
by the submitter.- However, no person

is required to include information
which relates solely to exposure of
human or -ecological populations out-

side of the United States. The notice
form requires the following informa-
tion relating to the manufacture, proc-
essing, distribution in commerce, use,
and disposal of the new chemlcal sub-
stance:

(a)(1) For substances whose composi-
tion can be represented by a definite

-structural ' diagram (Class 1 -sub- -

stances), the notice must: provide the
chemical name. (preferably Chemical

Abstracts Service (CAS) or Interna-

tional Union .of Pure and Applied
Chemistry (IUPAC) nomenclature),

the molecular formula, CAS Registry .

. Number (if available). and a structural
- diagram. - -
(2) For -chemical substances that

_cannot be fully represented by a struc-
. tural diagram (Class 2 substances), the

notice must -provide the chemical
name, the CAS Registry Number (if
available), and molecular formula. The
notice must identify - the: immediate
precursors .and reactants by name and
CAS Registry Number «if the number

-i{s available).. The notice must include

a partial or incomplete structural dia-
gram if possible. Chemical names for
such substances'should be developed

- according  to the guidelines in the
- TSCA Chemical Substance Inventory, -

Initial Inventory, Volume 1.

- (3) For polymers, the notice . must
.. identify - monomers ‘and - other reac-
tants used it the manufacture of the

: _polymer by chemical name and CAS

L

 AP4-12
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Regxstry Number (xf available) The .-
notice must indicate the typical per-

" cent of each monomer and other reac-

tant in the polymer (by weight per-

" cent of total polymer); the maximum

residual of each monomer present in
the polymer; and a partial or incom-

plete structural diagram, if possible. -
. ‘The notice must provide estimates of

the minimum number-average molecu-
lar weight of the polymer and the

" amount of low weight species below

500 and below 1,000 molecular weight

- and describe how the estimates were

obtained.

(b) The impurities anticipated to be
present in the substance by name, .
CAS Registry number, and weight pe:-
cent of the total substance.

(¢) Known synonyms or trade names
of the new chemical substance.

(d) A description of the byproducts
resulting from the manufacture, proc-
essing, use, and disposal of the new
chemical substance. .

(e) The estimated maximum amount -
to be manufactured or imported

. during the first year of production and

the estimated maximum amount to be
manufactured or imported during any
12-month period during the first three
years of production.
© (f) A description of intended catego-
ries of use by function and application,
the estimated percent of production -
volume devoted to each category of
use, and ‘the percent of the new sub-
stance  in the formulation for each
commercial or consumer use.-

(g) For. sites controlled by the sub- -
mitter _

A1) The identity of - sites where .the -

-new substance will be manufactured

processed, or used.
(2) A process description of each

.manufacture, processing, and use oper-

ation which includes a diagram of the .
major .unit operations and chemical
conversions, the identity and entry
point of all feedstocks, and the points
of release of the new chemical sub-
stance.

(3) Worker exposure information, in- .
cluding worker activities, physical
form of the new substance to which
workers may be exposed, the number
oif workers, and the duration of activi-
ties. )
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_'(4) Information on release of .the
new substance to the environment, .in-

cluding the quantity and media of re-.

lease and type of control t.echnology
. used.. -

submitter, a description of each type
of processing and use operation involv-
ing the new chemical substance, in-
cluding ‘identification of the estimated
number of processing or use sites, situ-
ations in which worker exposure to
and/or environmental release of the
new chemical substance will occur, the
number of workers exposed -and the
duration of exposure, and controls
which limit worker exposure and envi-
ronmental release. -

'§720.50 Submission of test data and other
data concerning the heaith and envi-
ronmental effects of a substance.

(a) Test data on the new chemical
substance in the possession or control

" of the submitter. (1) Except as provid- -
. ed in paragraph (d) of this section, -
- each notice must contain all test data -

in the submitter’s possession or con-
trol which are related to the effects on
health or the environment of any
manufacture, processing, distribution
in commerce, use, or disposal of the

new chemical substance or any mix- -

' ture or article containing the new

‘ chemical substance, or any combina- .
“tion -of such activities. This . includes-

" test data concerning the new chemical
substance in a pure, technical grade,
or formulated form,

. (2) A full report or standard litera-
. ture citation must be submitted for

the following types of test data: :
“*(i)-Health effects data.

- (ii) Ecological effects data.

(iii) Physical and chemical proper-
ties data.

(iv) Environmental fate charact.eris-
tics. :
(v) Monitormg data and other test
- -data related to human exposure to or
environmental release of the chemical
substance.

- (3Xi) If the data do not a.ppea.r in
the open scientific literature, the sub-
" mitter must provide a full report. A
“full report includes the experimental
methods and materials, results, discus-
sion and data analysis, conclusions,
rnfavenres and the name and address

AP4-13
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gf t't‘:'he labqratory that- developed the
a

~ (i) If the data a.ppea.r ln the open
scientlfic literat.ure. the submitter -
need only provide .a standard litera-

‘ture citation. A standard literature ci-
- tation includes author, title, periodical
_name, date of publicat.lon. volume, and
. page numbers.

.(4)({) If a study, report, or test is in-

'.complet.e when a person submits a

notice, the submitter must identify

" the nature and purpose of the study;
‘name and address of the laboratory

developing the data; ‘progress to date;
types of data collected; significant pre-
liminary results; and a.ntlcipated com- -
pletlon date..

“(§1) ‘'If a test or experiment is com-
pleted before the notice review period
ends, the person must submit the -
study. report, or test to the address
listed on the notice form, as specified
in paragraph (aX3)X{) -of this section,
within ten days of receiving it, but no
later than five days before the end of
the review period. If the test or experi-

- ment is completed during the last five
- days of the review period, the submit- -

ter must immediately inform its EPA

- contact for that notice by telephone.

(5) For test data in the submitter's
possession or control which are not
listed in paragraph (a)(2) of this sec-
tion, a person is'not required to submit
a8 complete report. The person must
submit a summary of the data.. If EPA
S0 requests, the person must submit a
full report within ten-days of the re-
quest, but. no later than five days
before the end of the review period.

(6) All test data described by para-
graph (a) are subject to these require-
ments, regardless of thexr a.ge. quahty.
or results. .

. {b) Other data concermng the health

Iand environmental effects :0f the new

chemical substance that are known to

_or-reasonably ascertainable by the sub-
mitter. (1) Except as provided in para-

graph (d) of this section, any person
who submits a notice must describe
the following data, including any data
from a health and safety study, if the
data are related to the effects on
health or the environment of any
manufacture, processing, distribution
in commerce, use, or disposal of the
new chemical substance, of any mix-
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ture or article containing the new
chemical substance, or of any combi- -
- nation of such activities:
" (1) Any data, other than test data, in
- the submitter’s possession or control.

© (if) Any data, including test data,.
*.which are not in the submitter’s pos-
session or .control, but which are
_known to or reasonably ascertainable’
"by the submitter. For the purposes of
* this section, data are known to or rea-
sonably ascertainable by the submitter
if the data are known to any of its em-.
"ployees or other agents who are associ-

_ated with the research.and develop-
ties, or enviromnental fate characteris-

‘ment, test marketing, or commercial
marketing of the substance.

(2) Data that must be described in-
clude data concerning the. new chemi-
cal substance in a pure,
grade, or formulated form.

(3) The description of data reported
under this paragraph must include:

. (D) If the data appear in the open sci-
entific literature, a standard literature

. citation, which includes the author,

. title, periodical name, date of publica-
tion. volume, and pages. :

(if) If the data are not contained in

scription of the type of data and sum-

-mary of the results, if available, and:

- the names and. addresses of persons

. -the submitter believes may have pos-
.session or control of the data. = .

" (4) All data described by this para--

". . graph are subject. to these require-

ments, regardless of their age, quality.
or results;-and -regardless -of whether
they are complete at the time the .
notice is submitted.

(¢) [Reserved] .

(d) Data that need not be submit-
ted—(1) Data previously submilted: (o
EPA. (i) A person need not submit any
- data previously submitted to EPA with
" no -claims of confidentiality if the
notice includes the-office or person to -
whom the data were submitted, the
date of submission, and, if appropri-
ate, a standard literature citation. as-
- -specified in paragraph (a)(3)(ii) of this

section

* (ii) For data previously submitted to
EPA with a claim of -confidentiality,
-the person  must resubmit the data
with the notice and any claim of confi--
-dentiality, under § 720.80.

L4

AP4-14

technical -
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(2) Effzcacy data. This part does not

‘require submission of any data related
" solely to product efficacy This does’

not exempt a person from submitting
any of the data specified in paragraph
(a), (b), or (c) of this section.

(3) Non-U.S. erposure data. This
part does not require submission of
any data which relates only to expo-

"sure of humans or the environment
. outside the United States. This  does

not exclude nonexposure data such as
data on health effects (including epi-
demiological studies), ecological ef-
fects, physical and chemical proper-

tics.

‘{48 F'R’zl'l«tz. May 13, 1983, as amended at
‘51 FR 15102, Apr. 22, 1986}

§720.57 Imports.
(a) Except as otherwise provided in

- this section, the provisions of this Sub-

part C apply to each person who sub-
mits a notice for a new chemcial sub-
stance which he or she intends to

“import for a commercial purpose. In

addition, each importer must comply

the open scientific literature, a de- _j_with this section

(b) EPA will ‘hold_the principal im-

‘porter, or the importer that EPA de-

termines must submit the notice when

_ there is no principal importer under

§ 720.22(bX(2), -liable for complying

‘with this part, .for completing the
‘notice form and.for the completeness

and truthfulness of all information

: which it submits

Subpart D—'-Dispbsitidn of Notices
§ 720.60 (.enerai . ..
This subpart establishes procedures’

- that EPA will follow in revieng no-

tices

: §720 62 Noilce that notiﬁcatlon is not re-

quired.

When EPA receives a notice, EPA
will review it to determine . whether

‘the chemical substance is subject to
~the requirements of this part. If EPA
" determines that the chemical sub-
- stance is not subject to these require-.

‘ments, EPA will notify the submitter -

‘that section 5 of the Ac¢t does not pre-

vent the manufacture or import of the
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- substance and that the submission is

not a notice under: this part.

'(Approved by the Omee of Management
-and Budget nnder eontrol number 2070-
0012) . i

 §720.65 Acknowledgment of recelpt of a

. notice; -errors in the notice; incomplete
submissions;
statements. -

(a) Notiﬁcatwn to submztter EPA
will acknowledge receipt of each
notice by sending the submitter a
letter that identifies the premanufac-
ture notice number assigned to the
new chemical substance and the date
on which the review period begins.
The review périod will begin on the
date the notice is received by the
Office of Toxic Substances Document
Control Officer. The acknowledgment
does not constitute a finding by EPA
that the notice, as submitted, is in
compliance with this part.

(b) Errors in the notice. (1) Within
30 days of receipt of the notice, EPA

- may - request - that the submitter

remedy errors.in the notice. The fol-

lowing are examples of such errors:
(i) Failure to date the notice form.
(ii) Typographical errors that cause

" data to be misleading or answers to

any questions to be unclear. .
. (iii) Contradictory information.
“(iv) Amb;guous statements or. infor-

'mation

(2) In the request ‘to correct the
notice,. EPA- will explain the action
which the submitter must take to cor-:

-"-rect the notice. -
oo 1 (3) If the submitter fails to correet
" .the notice within 15 days of receipt of -

- .- the' request, EPA may extend the

" -notice period under section (5)Xc) of

N the Act, in accordance with § 720.75(¢).

. (e) Incomplete submissions. (1) A

- submission is not complete, and the

notification period does not begin, if:
(i) The wrong person submits the

' . notnee form. -
" (il) The submitter does not sign the
‘-notice form. -

- (iii) Some or“a'.Il of the information

~...-in the notice-or the attachments are
.not in English, except for published

:scientific literature,

(iv) The submitter does not use the

LS notice,form. .....

-false' -and misleading

AP4-15.
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" (v) The .submitter does not provide

" information that is required by section
- S(dX1XB) and (C) of the Act a.nd

§ 720.50.

(vi) The submitter does not provide
information required on the notice
form and by § 720.45 or indicate that it
is not known to or reasonably ascer-
tainable by the submitter.

(vii) The submiiter does not submit

a second copy of the submission with -

all confidential information deleted
for. the public file, as required by
§ 720.80(bX(2). :

(viii) The submitter does not include .

any information required by section

S5(b)X(1) of the Act and pursuant to a-
‘rule promulgated under section 4 of

the Act, as required by § 720.40(g).

(ix) The submitter does not submit’

data which the submitter believes
show that the chemical substance will
not present an unreasonable risk of
injury to health or the environment, if
EPA has listed the chemical substance
under section 5(b)(4) of the Aet as re-
quired in § 720.40(h).

(2)(§) If EPA receives. an incomplete
submission, the Director, or his or her

- delegate, will notify the submitter

within 30 days of receipt that the sub-
mission is incomplete and that the
notice review period will not begin
until EPA receives a complete notice.

(1) If EPA obtains additional infor-
mation during the notice review period
that indicates the original submission
was incomplete, the Director, or his or
her delegate, may declare the submis-
sion incomplete within 30 days after
EPA obtains the additional informa-
tion and so notify the submitter.

(3) The notification that a submis-
sion is incomplete under paragraph
(e)(2) (i) or (ii) of this section will in-
clude:

(i) A statement of the ba.sxs of EPA's

. determination that the submissxon is
" incomplete. :
- (ii) The requirements. for correcting.
~ the incomplete submission.

(iif) Information on procedures
under paragraph (c)X4) of this section
for filing objections to the determina-

- tion or requesting modification of the

requirements for completing the sub-

. mission.

(4) Within ten days after receipt of
notlfication by EPA that a submission
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is incomplete, the submitter may file
“written objections requesting that
"EPA accept the submission as a com-
plete notice or modify the require-
ments necessary to complete the sub-
mission. =~

oGXxXiy EPA wm conslder the objec-
tions filed by the submitter. The Di-
rector, or his or her delegate, will de-
termine. whether the submission was
complete or incomplete, or whether to
" . modify the requirements for complet-

ing the submission. EPA will notify
the submitter in writing of EPA’s re-
sponse within ten days of receivlng the
-objections. . .

(i1) If the Director, or hls or her del-
egate, determines, in response to the
objection, that. the submission was
complete, the notice review period will
‘be deemed suspended orn the date EPA
declared the natice incomplete, and
will resume on the date that the
notice is declared complete. The sub-
mitter need not correct the notice as
EPA originally requested. If EPA can
complete its review within 90 days
from the date of the original submis-

" sion, the Director, or his or her dele- -
gate, may inform the submitter that -
the running of the review period will"

resume on the date EPA. origmally de-
clared it incomplete.

(iii) If the Director, or his or her del-

- egate, modifies the requirements for

_completing the submission or. concurs

with EPA’s original determination, the

‘notice review period will begin when.

. EPA receives a complete. notice. .
.. (d) Materially false or misleading
* _statements. If EPA discovers at any
. time that person submitted materially
" false or misleading statements in the
notice, EPA may find that the notice
was incomplete from the date it was

submitted, and take any other appro-" -

priate action.
$720.70 Notice in the Federal Register. \

(a) Filing of FEDERAL REGISTER.

notice. In  accordance with section
5(dX2) of the Act, after EPA receives a
notice, EPA will file. with the Office of
the Federal Register a notice includ-

ing the information specified in para :
- - graph(b) of this section.

(b) Contents of notzce."'(l) In the

, public iriterest, the specific chemical
" ldentity listed in-the notice will be

14

§ 720.75

published in ‘the FEDERAL 'R_t-:cxsm
unless. the submitter- has claimed

chemical identity confidential. If the =
submitter claims confidentiality, a ge- -

neric name will be published in accord-
ance with § 720.85(a)(3).

(2) The categories of use of the new

chemical substance will be published
as reported in the notice unless this
information is claimed confidential. If

- confidentiality is claimed, the generic

information which is submitted under
§ 720.87(b) will be published.

(3) A list of data submitted in ac-

cordance with § 720.50(a) will be pub-
lished. In addition, for test data sub-
mitted in accordance with § 720.40(g),
a summary of the data will be pub-
lished.

(4) The subnutters identity will be
published, unless the submitter has
claimed it confidential.

§720.75 Notice review period.

(a) Length of notice review period.
The notice review period specified in
section 5(a) of the Act runs for 90 days
from the date the Document Control
Officer for the Office of Toxic Sub-

.stances receives a complete notice, or
the date EPA determines the notice is
. complete under § 720.65(c), unless the
“Agency extends the period under sec- -

tion 5(¢) of TSCA and paragraph (c) of
this section. :
(b) Suspension of the running of the

notice review. period. (1) A submitter.

may voluntarily suspend the running
of the notice review period if the Di-

_rector or his or her delegate agrees. If

the Director does not agree, the review
period will continue to run, and EPA

will notify the submitter. A submitter -

may request a suspension at any time
during the notice review period. The
suspension must be for a specified

period of time.

(2) A request for suspension may be
made in writing to the TSCA Docu-
ment Processing Center (TS-780), Rm.
1-100, Office of Toxic Substances, En-
vironmental Protection Agency, 401 M
St., SW., Washington, DC 20460. The
suspenslon also may be made orally,
including by telephone, to the submit-
ter’'s EPA contact for that notice. EPA
will send the submitter a written con-

AP4-16
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firmation -that t.he suspension has -

been granted.

(1) An oral request may be grant.ed
for 15 days only. To obtain a longer
suspension, the Document Control Of-
ficer for the Office of Toxic Sub-
stances must receive written confirma-
tion of the oral request. The notice
review period is suspended as of the
date of the oral request. :
© (i) If the submitter has not made a
previous oral request, the running of
the notice review period is suspended
as of the date of receipt of the written

request by the Document Control Of-
ficer for the Office of Toxic Sub-

stances.

(c) . E:ctension of mnotice review i

period. (1) At any time during the

notice review period, EPA may deter-
-mine that good cause exists to extend

the notice review period specified in
. paragraph (a) of this section.

(2) If EPA makes such a determina- -

-~ tion, EPA will: -

(i) Notify the submitter that EPA is
extending the notice review period for

& specified length of time, and state

"the reasons for the extension.

(i) Issue a notice for publication in
the FepEraL REGISTER which states
that EPA is extending the notice
review period and gives the reasons for
the extension.

€3) The initial extension may be for

_a period of up to 90 days. If the initial

"extension is for less than 90 days, EPA .

may make additional extensions. How-
_ever, the total period  of extensions
. may not exceed 90 days for any notice.

(4) The following are examples of

situations in which EPA may find that
good cause exists for extending the
notice review period:

(i) EPA has reviewed the notice and

- determined that there is a significant

" possibility that the chemical substance
will be regulated under section 5(e) or
section 5(f) of the Act, but EPA is
unable to initiate regulatory action
within the initial 90-day period. @~ -

(ii) EPA has reviewed the submission
and is seeking additional information.

(iii) EPA has received significant ad.

ditional information during the notice
- review period.

-~ (iv) The submitter has failed to cor-
‘rect a ndtice after receiving EPA's re- -

_ quest under § 720 65(b)

AP4-17
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(d) Notzce of expiration of notice
review period. EPA will notify the sub-
mitter that the notice review period -
has expired or that EPA has complet-

‘ed its review of the notice. Expiration

of the review period does not consti-
tute EPA approval or certification of ;
the new chemical -substance, and does ‘
not mean that EPA may not take reg-
ulatory action against the substance in -
the. future. After expiration of the
statutory notice review period, in the
absence of regulatory action by EPA
under section 5(e), 5(f), or 6(a) of the .
Act, the submitter may manufacture
or import the chemical substance even
if the submitter has not received
notice of expiration.

(e). Withdrawal of a notice by the
submitter. (1) A submitter may with- -
draw a notice during the notice review
period. A statement of withdrawal
must be made in writing to the TSCA
Document Processing Center (TS- -
7980), Rm. L~100, Office of Toxic Sub-
Environmental Protection
Agency, 401 M St., SW., Washington,

DC 20460. The withdrawal is effective
* upon receipt of the statement by the

Document Control Officer.
(2) If a manufacturer or importer
which withdrew a notice later resub-

- mits a notice for the same chemical

substance, a new notice review period
bezins :

'(Approved by the Offiee of Management
. and. Budget under control number 2070-

0012)

- (48 FR 21742, May 13, 1983, as amended at

53 FR. 12523 Apr. 15, 1988)

§ 720.78 Recordkeepmg

(a) Any person who submits a notice
under this part must retain documen-
tation of information in the notice, in-
cluding (1) other data, as. defined ‘in
§ 720.50(b), in the submitter's posses-

- sion or control; and (2) records of pro-

duction volume for the first three’

_ years of production or import, the
- date of commencement of manufac

ture or import, and documentation of
this information. - This information
must be retained for five years from
the date of commencement of manu
facture of import.

(b)(1) Persons who manufacture or
import a chemical substance under
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- §720. 36 must ret.am t.he following
records:

(1) Coples of, or clt.ations to, informa- .

tion reviewed - and- evaluated under
§720.36(bX(1) to determine the need to
: make any notification of risk.

"(ii) Documentation of the nature
and method of notification under
§720.36(cX(1) including copies of any
labels or written notices used.

({il) Documentation of prudent labo-

ratory practices used instead of notifi-
evaluation  under

cation and
§ 720.36(b)(2).

(iv) The names and addresses of any
persons other than the manfacturer or
importer to whom the substance is dis-
tributed, the identity of the substance
to the extent known, the arhount dis-
tributed, and copies of the notifica-
tions required under § 720.36(c)(2).
These records are not required when
substances are distributed as impuri-
. tles or incorporated into an article, in

-accordance with paragraph (d) of this
section.

(2) A person who. manufactures or

imports- a chemical substance under

§ 720.36 and who manufactures or im-
ports the substance in quantities
~ greater than 100 kilograms per year

must retain records of the identity of

. the substance to the extent known, .
the production volume of the sub-

.stance, and -the person's disposition of
the substance. The person is not re-

quired to maintain records of the dis-

position of products containing the
substance as an impurity or of. articles
. incorporating the substances.

(3) Records under this para.graph

must be retained for 5 years after they\

- are developed.

(c) Any person who obtains a test-
marketing exemption under this part
must retain documentation of infor-
mation in the application and docu-

mentation of compliance with any re-"

strictions imposed. by EPA when it
granted the application. This informa-
tion must be retained for five years
from the final date of manufacture or
import under the exemption -

e (Approved by the Office ~of Management

and Budget under control number 2070~
0012)

(48 FR 21742 May- 13 1983; 48 FR 33872,

July 26, 1983, as a.mended a.t 51 FR 15102,
Apr. 22, 19861 :

2

- §720.80

Sub‘parf E—-COIIfIdClI'IG'I'Y and Pu.blic'
Access to Information

§ 720.80 General provisions.

(@) A person may assert a claim of
confidentiality for any information
which he or she submits to EPA under
this part.

(b) Any claim of confidentiality
.must accompany the . information

‘ when it is submitted to EPA.

(1Xi) For information submitted on
the notice form, the claim(s) must be
‘asserted on the form in the manner
prescribed on the notice form.

(ii) When a person submits informa-
tion in an attachment, the claim(s)
must be asserted in the attachment as
described on the notice form.

(2) The person must submit two
copies of -each notice form and any at-

tachments if any information s

claimed confidential.

. (i) One copy of the form and attach-
ments must be complete. In that copy,
the submitter must mark the informa-

tion which is claimed confidential in

the manner prescribed on the notice
form.

(li) The second copy must. be com~'

plete except . that all. information
claimed as confidential in the first

copy must be deleted. EPA will place

the second copy in the public file.
- (ii1) If the submitter does.not pro-

. vide the second copy, the submission is

incomplete and the notice review
period does not begin to run until EPA

receives the second copy, in accord- -- -,

-ance with § 720.65(¢)(1)(vi).

- (¢) EPA will disclose information : -

‘that is subject to a claim of confiden-
“tiality asserted under this section only

- to the extent permitted by the Act,

this subpart, and Part 2 of this title."

" (d) If a notice submitter does not
assert a claim of confidentiality for in-
formation at the time it is submitted
. to EPA, EPA may make the informa-
tion public and place it in the public

~ file without further notice to the sub-

mitter.

" (Approved by the Office of Management
and Budget. under control number 2070--

0012) -
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. .(B). A -proposed. § |
~ which in only as generic as necessary..
= v t0. nrotect

§ 720.85

§720.85 Chemical identity.

(a) Claims applicable to the period:
prior to commencement of manufac--

- -ture or import. (1Xi) A person who

submits information to EPA under

this part may assert a claim of confi- -

dentiality for the chemical identity of
the riew chemical substance.. This

claim will apply only to the period

prior to the commencement of manu-
facture or import for commercial pur-
poses, A submitter may assert - this
claim -only if the submitter -believes
that. public disclosure-prior to com-

" mencement of manufacture or import
- of the fact that anyone intends to

manufacture or import the specific .

chemical substance for commercial

_purposes would reveal confidential

business information. - :
(i) If the notice includes a health
and safety study concerning the new

chemical substance and if the claim -

for confidentiality with respect to the

"chemical identity. is denied in accord-

ance with § 720:90(c), EPA will deny a
claim asserted under this paragraph.

(2) .Any person who asserts a claim

of confidentiality for chemical identity
under this paragraph must provide

" one of the following items at the time
" the notice is submitted:
-~ (i) The.generic name which was ac-

... Page 329 of 341
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" jdentity of the new- chemical sub-

stance. The name(s) should reveal the
chemical identity of the substance to
the maximum extent possible. -

(ii) Within 80 days, EPA will inform
the submitter either that one of the
proposed generic names is adequate or
-that none is adequate and further con-
sultation is necessary. '

(4) If a submitter claims chemical
identity to be confidential under this
paragraph, and if the submitter com-
plies with paragraph (a)(2) of this sec- .
tion, EPA will issue for publication in
the FEDERAL REGISTER notice described

“in § 720.70 the generic name proposed
by the submitter or one agreed upon
by EPA and the submitter. -

(b) Claims applicable to the period
after commencement of manufacture
or import. (1) Any claim of confiden-
‘tiality under paragraph (a) of this sec:
tion is applicable only uritil the sub-
stance is manufactured or imported
for commercial purposes and becomes

- éligible for inclusion on the Inventory.

To maintain the confidential status of
the chemical identity when the sub-

_stance is added to the Inventory, a

¢epted by EPA in the prenotice consul- -

tation conducted under. paragraph

- (a)3) of this section. . . o

" (ii) One generic name that is only as
. - - generic as necessary to protect the
=" confidential chemical identity of the

particular chemical substance. The

. :name should reveal the specific chemi-

:---cal.-identity to the maximum extent
- possible. The generic name will be sub-.

- lect to EPA review and approval at the

time a-notice of commencement is sub-

- mitted.. . -

(3)i) Any person who intends to
assert' a claim of confidentiality for

the chemical identity of a new chemi-
. .cal substance may seek a determina-
_.tion by EPA of an appropriate generic

submitter must reassert the confiden-
tiality claim and substantiate the
claim in the notice of commencement
‘of ‘manufacture required uner
-§720.102. A submitter may not claim

- the chemiical indentity confidential for

name for the substance before submit-

oo .-ting a notice. For this .'pur’bbsg. ;he‘

person should submit to EPA:

.. (A) Thechemical -identity of the

- the confidential . chemical

-the period after commencement of
manufacture or import unless the sub-
mitter claimed the chemical identity
. confidential -for the period prior to
commencement of manufacture or
import under paragraph (a).-of this
section. oL
- (2Xi) A person who believes that
public disclosure -of the fact that
anyone manfactures or imports the
new chemical substance for commer-
cial purposes would reveal confidential .
business information. may assert a
claim of confidentiality under this -
paragraph. IR :

(ii) If the notice includes a health

‘and safety study concerning the new

~'chemical substance, and if the claim
_for confidentiality with respect to the

goneric hame(s).” ‘chemical identity is denied in accord-

‘ance with §720.90(c), EPA will deny a

al . claim asserted urider this paragraph.
Pesmenas s APAI9 t e e o .
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- (3) Any person who asserts a confi-
dentiality claim- for chemical identity
. must: - =

- (1) Comply with the requirements of
‘paragraph  (a)X3) of this section re-
‘garding submission of a generic name.
" (i1) Agree that EPA may disclose to.a
person with a bona fide intent to man-
ufacture or import the chemical sub-

~ stance the fact that the particular
chemical substance is included on the-

confidential Inventory for purposes of
notification under section 5(a)(1)(A) of
the Act.

(iti) Have available for the particular'

chemical substance, and agree to fur-
nish to EPA upon request:
- (A) An elemental analysis.
(B) Either an X-ray diffraction pat-

_ tern (for inorganic substances), a mass -

spectrum (for most other substances),
or an infrared spectrum of the particu-
~ lar chemical substance, or if such data

"~ do not resolve uncertainties with re-
-spect to the identity of the chemical
substance,

. chemical substance.
(iv) Provide a detailed written sub-
~ stantiation of the claim, by answering
_‘ the following questions:
" (A) What harmful. effects to your
"'competitive position, if any, do you

". think would result if EPA publishes on’
- the Inventory -the identity of the.
- chemical substance? How could a com- -

- petitor use such information given the
" ‘fact that the identity of the substance
. otherwise would appear on the Inven-

- ~fory .of chemical ‘substances with no

link between the substance and your
company or industry? How substantial

would the harmful effects of disclo--
sure be? What is the casual relation-

ship between the disclosure and the
harmful effects? -

(B) For. what  period of time should
:confidential treatment be given? Until
a specific date, the occurrence of a
specific event, or permanently? Why?

(C) Has the chemical substance been

- ;::': patented? If so, have you granted li-

censes .to others with respect to the

| .. batent as it .applies to the chemical
"~ substance? If the chemical substance

_has been_patentéd and therefore dis-
- closed. through the patent why should
“*it be tréated as confidential for pur--

poses of the Inventory° el

additional or alternative -
_spectra or other data to identify the.

- §720.85 :

(D) Has the identity of the chemical
substance- been kept confidential to

- the. extent that your competitors do

not know it is being manufactured on
fmported for a commercial purpose by
anyone?

(E) Is the fact that someone is man-
ufacturing or importing this chemical
substance - for commercial purposes
available to the public, e.g., in techni-
cal journals or other publications; in
libraries; or in State, local, or Federal
agency public files?

(F) What measures- have you taken
to prevent undesired disclosure of the

- fact that you are manufacturing or im-

-porting this substance for a commer-
cial purpose? =

(G) To what extent has the fact that
you are manufacturing or importing
this chemical substance for a commer-
cial purpose been disclosed to others?
What precautions have you taken in -
regard to these disclosures? Has this
information A been disclosed to the.
public or to competitors?. -

(H) In what form does this particu--
lar chemical: substance leave the site
of manufacture, e.g., as part of a prod-
uct; in-an effluent or emission stream?
If so, what measures have you taken

to guard against discovery of its identi-
ty?

(I) If the chemical substance leaves
the-site.of manufacture.in a product -
‘that is available to either the public or
‘your competitors, can they identify
the substance by analyzing the prod-
'uct" :

“(J) For wha.t purpose do you manu-
facture or import the substance? )

(K) Has EPA, another Federal.
agency, or any Federal court made any .

- pertinent confidentiality determina-

tions regarding this chemical sub-
stance? If so, copies of such determina-
‘tions must be included in the substan
tlation

(L) If the notice includes a2 health

- and” safety study concerning the new

‘chemical ~substance, the submitter
must also answer the questions in
§720.90(b)(2). :

(4) 'If ‘the submitter does not meet
the requirements of this paragraph,
'EPA will deny the claim of confiden-
"tialit.y B

(6)i) EPA will publish a zeneric
mme on the public Invnntory if:
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§ 720.87

(A) The submitter asserts a claim of :
o confidentiality in accordance with this

‘paragraph. . .
© (B) No claim for confidentiality of -

the specific chemical identity as part

of a health and safety study has been ...
. denied in accordance with Part- 2 of.
- this Title or § 720.90.

(i1) Publication of a generic name on
the public Inventory does not create a
category for purposes of the Invento-
ry. Any person who has a bona fide

intent to manufacture or import a

chemical substance which is described
by a generic name on the public Inven-

tory may submit.an inquiry to EPA -
“under § 720.25(b) to determine wheth-
er the particular chemical substance is:

included on the confidential Invento-
ry. - . . :

(iil) Upon receipt of a request de-
scribed in. § 720.25(b), EPA may re-
quire the submitter which originally

asserted confidentiality for a chemical.

substance to submit to EPA the infor-

“mation listed in paragraph (b)(3Xiii)

of this section.

2

40 CFR Ch. i (7. -90 Edition)

EPA will place that generic name on
‘the public Inventory. -
- (iv) If the generic name proposed by
EPA is not acceptable to the submit-
ter, the submitter must explain in
detail why disclosure of that generic
name would reveal confidential busi-
‘ness information and propose another
generic¢ name which is only as generic
as necessary to protect the confiden-
tial identity. If EPA does not receive a
response from the submitter within 30
days after the submitter receives the
-proposed name, EPA will place EPA’s
chosen generic name on the public In-
ventory. If the submitter does provide
-the information requested, EPA will
review the response. If the submitter's
proposed generic name is acceptable,
EPA will publish that generic name on
the public Inventory. If the submit-
ter's proposed generic name is not ac-
ceptable, EPA will notify the submit- -
ter of EPA’'s choice of a generic name:
.Thirty days after this notification,
EPA will place the chosen generic
- name on the public Inventory. .

(iv) Failure to submit any of the in-

‘formation required under paragraph
(bX(3)Xiii) of this section within ten.
days of a request by EPA under this -
- - paragraph is a waiver of the original -

submitter's confidentiality - claim. In

- this event, EPA may place the specific
" . chemical identity on the public Inven-:

" “tory - without further notice to the

- original submitter. - - :

(6) If a submitter asserts a claim of '

-,confxdentlality under this paragraph,

EPA will examine the generic chemi- " posed categories of use of the. chemical

~ substance.

cal name proposed by the submitter.

(i) If EPA determines that the ge-

neric name proposed by the submitter

- is only as generic as necessary to pro-

tect the confidential identity of the
particular chemical substance. EPA

. will place that generic name on the, _
' public Inventory.

(ii) If EPA determines that the ge-

- neric name proposed by the submitter.
.~ is more generic than necessary to pro- ..
= - tect the confidential identity, EPA will .-
-, -propose ‘in writing, for review by the .
"submitter, an alternative generic name -
"that 'will reveal the chemical identity
of-the chemical substance to the maxi- -

um extent possible.

FPA s 'arreni.able tn t.he submitter.

(R

“(iii) If the generic name proposed by

-§ 720 87 . Categories or proposed categories
of uses of a new chemical substance.

@ A person who submits informa-
tion to EPA under this Part on the
categories or ‘proposed categories of
use of a new chemical substance may

" assert a_ claim of confidentiality for -
-this information.

(b) A submitter that asserts such a

claim must:

(1) Report the categories or pro-

(2) Provide, in nonconfldentlal form
a description of the uses that is only
as generic as necessary to protect the
cornfidential business information. The
‘generic use description will bé includ-
_ed in the FEDERAL REGISTER ‘notice de- o
scribed in § 720.70. - ‘
- (¢) The person must submit the in.
formatior: required by paragraph (b)
“of this section in the manner specified
in the notice form. , _

§ 720 90 Data i'rom health and safety stud.
. ies.,
(a) In.formation other than specvﬁc

‘chemical identity. Exeept as provided
AP }!} paragraph (b) of this section, EPA
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Envaronmentcl Protection Agency

" will deny any cla.im of confidenualit.y
with respect to’information included
in a health and safety study, -unless
the information would disclose confi-
‘dential business lnformatlon concern-

“(1) Processes used in the manufac-

ture or processing of a chemical sub-
' stance or. mixture.
- . (2)In the caseof a mixture, the por-
tion of the mixture comprised by any
of the chemical substances in the mix-
ture. oo
(3) Informa.ton which 1s not in any
way related to .the effects of a sub-
stance on human health or the envi-
.ronment, such as the name of the sub-
mitting company, cost or other finan-
cial dats, product developmeént or mar-
keting plans, and advertising plans, for
which the person submits a claim of
confidentiality in a.ccordance ‘with
$ 720.80.

(b) Specific chemzcal identity—(1)
Claims applicabdble to period prior to
commencement - of manufacture.. A

. claim of confidentiality for the period

prior to commencement of manufac-
ture or import for the chemical identi-
ty of a chemical substance for which a
hegalth and safet.y 'study was submitted

must be asserted in conjunction thh a -

cla.im asserted under § 720.85(a). -

(2) Clainis applicable to period after

.commencement of  manufacture or
. import. for commercial purposes. To
- maintain the confidential status of the

chemical identity of a chemical sub-

stance for which a health and safety -

. study was submitted after commence-
. ment of manufacture or import, the
claim must be reasserted and substan-
tiated in conjunction with a -claim

under § 720.85(b). In addition to the.

questions set forth in § 720.85(b)(3)(iv)
‘of this part, the submitter must
- answer the following questions:

(i) Would disclosure of the chemical
identity dxsclose proeesses used in the

manufacture or processmg of a chemi--

cal substance or ‘mixture? Describe
how this would occur. In responding to
the question 'in § 720.85(b)3)(iv)(A),
- explain what harmful competitive ef-
fects would occur from disclosure of
this process information.

(ii) Would disclosure of the chemical
identity. disclose the portion of & mix-
ture comprised bv any of t.he sub-

- §720.95

stances in the mixture? Describe how -
this would occur. In responding to the -

- question in § 720.85(bX3Xiv)(A), ex- -
‘plain what harmful competitive ef-

fects would occur from -disclosure of
this information. -
(iif) Do you assert that disclosure of

" the chemical identity is not necessary

to interpret any of the health and
safety studies:you have submitted? If
so, explain how a less specific identity
would be sufﬂcient to interpret the
studies. ,

(¢) Denial of con.fzdentzalzty claim.
EPA will deny a claim of confidential-

ity for chemical identity under para-

graph (b) of this section, unless:

(1) The information would disclose
processes used in the manufacture or
processing of a chemical substance or
mixture.

(2) In the case of a mixture, the in-

- formation would disclose the portion

of the mixture comprised by any of
the substances in theé mixture.
(3) The specific chemical identity is

"not necessary to interpret a health
. and safety study.

(d) Use of generic names. When EPA
discloses a health and safety study
containing a specific chemical identity,
which the submitter has claimed con-
fidential, and if the Agency has not
denied the claim under paragraph (c)
of this section, EPA will identify the
chemical . substance. .by . the generic

_name selected under § 720.85.

(Approved by the Office of Management
and Budget under cortrol number 2070-
0012) '

§720.95 Public file.
All -information submitted with- a

notice, including any health and
safety study and other supporting doc-

" umentation, will become -part. of the-

public file for that notice, unless such
materials are claimed confidential. In
addition, EPA may. add materials to

‘the public fiie, subject to subpart E of

this part. Any of the nonconfidential
material described in this subpart will
be available for public inspection in
the TSCA Public Docket Office, Rm.

'_NE-GOOQ. 401 M St., SW., Washing-
ton, DC, between the hours of 8 a.m.

and 4 p m weekdays. excluding legal

' ho'ldavs

AP4-22
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§720.102

148 FR 21742, May 13, 1983, as a.mended at

531“R 12523, Apr. 15 1988)

" Subpart F—Commenceinenf of
Menufedure or Import

§720 102 Notice of eommencement of
manufacture or import.

(a) Applicability. Any person who
commences the manufacture or import
of a new chemical substance for a non-
exempt commercial purpose for which

that person previously submitted a

section - 5(a) notice under this part

must submit a notice of commence--

ment of mamifacture or import. -
(b) When to report. (1) If manufac-
ture or import for commercial pur-

‘poses begins on or after the effective
date of this rule, the submitter must.

submit the notice to EPA on, or no

later than 30 calendar days, after the -

first day of such manufacture or
import.
(2) If manufacture or import for

‘commercial purposes began or will .

begin before the effective date of this
rule, the submitter must submit the -
notice by the effectwe date of t.hxs
rule.

(¢) Information to be reported. The
notice must contain the following in-
formation: Specific chemical identity,
premanufacture notice number, and
the date when manufacture or import

: commences. If- the person claimed

chemical identity confidential in the

commencement notice, and wants the:
... . .identity to be listed on the confiden-
- tial Inventory, the claim must be reas-

serted and substantiated in accordance
with § 720.85(b). Otherwise, EPA will

. list the specific chemical ident.lty on

the public Inventory.
(d) Where to submit. Notices of com-

‘mencement of manufacture or import
should be submitted to: TSCA Docu-.

ment Processing Center (TS-790), Rm.
L-100, Office of Toxic Substances, En-
vironmental Protection Agency, 401 M

. St., SW., Washington, DC 20460.

. (Approved by t.ne 'Ofﬂee of Management
.-and Budget under control number 2070-

0012)

148 FR 21742, May 13, 1983, as amended at

48 FR 41140, Sept. 13, 1983; 51 FR 15103,
Apr. 22, 1986; §3 FR 12523, Apr. 15, 1988]

. -

" 40 CFR Ch. I (7-1-90 Edicion)

* Subpart G—Complianee cnd
lnspediens

§720.120 Compliance.

(a) Failure to comply with any provl-
sion of this part is & violation of sec-
tion 15 of the Act (15 U.S.C 2614).

(b) A person who manufactures or -

imports a new chemical substance

‘before a notice is submitted and the

notice review period expires is in viola-
tion of section 15 of the Act even if

‘that person was not requied to submit

the notice under § 720.22,
(c) Using for commercial purposes a

chemical substance or miixture which
a person knew or had reason to know -

was manufactured, processed, or dis-
tributed in commerce in violation of
section 5 of this rule is a violation of
section 15 of the Act (15 U.S.C. 2614).

(d) Failure or refusal to establish
and maintain records or to permit

access to or copying of records, as-re- .

quired by the Act, is a violation of sec-
tion 15 of the Act (15 U.S.C. 2614).

(e) Failure or refusal to permit entry
or inspection as required by section 11
is a violation of section 15 of the Act

(15 U.S.C. 2614).

(f) Violators may be subject to the
civil and criminal penalties in section
16 of the Act (15 U.S.C. 2615) for each
violation. Persons who submit materi--
ally misleading or false information:in .
connection with the requirements of
any provision of this rule may be sub-

“ject to penalties calculated as if they

never filed their notices. .

(g) EPA may seek to enjoin the man-
ufacture or processing of a chemical
substance in violation of this rule or
act to seize any chemical substance
manufactured or processed in viola-
tion of this rule or take other actions
under the authority of section 7 of

-this Act (15 U.S.C. 2606) or section 17'

or this Act (15 U.S.C. 2616) i

§720.122 Inspections.

EPA will conduct inspections under
section 11 of the Act to assure compli-
ance with section-5 of the Act and this

. rule, to verify that information sub-
mitted to EPA under this rule is true

and correct, and to audit data submit-

: t.ed to EPA under this rule.

AP4°23

Page 333 0f 341



U.S. EPA/EC Joint Project on the Evaluation of (Quantitative) Structure Activity Relat|onsh|ps Page 334 of 341
Finaf Rep“ﬁﬁﬂyTg93—EPA 743=R-94-001- ——— = - o ) -

- e
— —
Environmental Protection -Agoncy ' _ Part’ 720 Appendux A
Arrmxx A—Pamxvmcmnz Noncz FOR NEW ‘CHEMICAL SuBSTANCES
. : ) - o - . : 0.1.8. Ho. 2070.0012: Expires 3-3-96
. AGENCYUSE ONLY
EP Unitod States United Sutee  provection Dete of recaipt
'FOR NEW CHEMICAL SUBSTANCES
R When DOCUMENT CONTROL OFFICER
) . OFFICE OF TOXiC SUBSTANCES, 78-793
- |sempiee LA -
| form tos © - 401 MSTREET,8W  °
i . WASHINGTON, D.C. 30400 . . !
[l 2 L .
_ gmhm'mm“m” j. .. : - JOocument control number A cose number -
: o hﬂnrnmnuhmu Notict ——o ¢ C . ! .
- ) GENERAL INSTRUCTIONS
.Vwmuw&uﬂmmhmlmbummnhmuum
sscertainable by you. mwmnmummm .
. h!mmmmfm.mmmm"leummm
(instructions M
- nnl.untlw.mromnmn . ) 'l'll’l' DAYA AND OTHER DATA
Ywmmmwmdmmm . - You are required o submit ol test data in your possession or control : :
substance, even if you claim the 88 confidential. You may and to provide s description of ummwmuuw <
mmm 1o submit the for you, but your : mwmnmumnmummm :
submisgion will um“mﬁmwm environmentsl etfects of the 9.
.EPA receives this information. in commerce, use, or disposal of the new chemical substancs.
Stendard literature citations mey be submitted for dats in the open
Portil, HUMAN EXPOSURE AND IINIIOHMIN?M. ’ scientific lterature. Complete test data, not summaries of data,
RELEASE ‘Must be submitted ¥ they 6o ot appear in the open Stersture.
Muncnunﬂondmmmmm You should
Ywmwmdmnw:mndmll sections A and B8 i there submit these dats secording to the requirements of §720.50 of the
a0 several manufacture, processing, auuouum thet you Promanutacture M-eamluhuo CFI Port: 7201,
will describe in the notice. You sh these :
85 needed. Toot dote _
) ) MIII.UOYOFAT‘I’ACNMENI'C : . * Environmentsat tate data 4
- " You should sttach additionsl sheets if not ' Sectea (LY. visidle. and infrered!
. - 'wmm(m‘l::u‘:.«amuﬁo:wﬁ:nhm ""ﬁ.. -mmm sokids _
i i Sttachments, say or other data, and sny optional - Malting point/metting range
. N Hmumwimhhw . -vmw’m“m range
omovm.mmnauou o Pantit conmeom icient, n-octanol/water
You may include in the notice mﬁonnm antEPA -+ Bicdegradation 8
be:u"uwhwmwmmvwbﬂm The l:mﬂom o m.“ﬁ:'mmdpﬂl .
mwirmcnmmdm |mmnumy : mw“m"”‘m
“""D‘"“‘u“ CLAIMS i ) . ’ m phwu!lchun-ul ﬂm
< o Health effocts dets
. Ywmv&mmﬁmmmmmﬁuumlm To' .
. assert a clsim on the form, mark (X} the contidential box next 1o - Mutagenicity
the information that you claim as confidential. To assen e cisim in ’ Car ecity
. enattachmant, circle or bracket the informstion you claim as Terstogenicity
confidential. If you-clsim information in the notica ss confidentis!, ° -Acute toxicity
You must provide 3 sanitized version of the notice, inchuding Repested dose tosicity
sttachmants, 10 EPA with your submission. For sdditionsl . “"'“:".":nm
hnmﬂmon“ clasiening Momulbnueuwdumd road the - . m“""'m
. " o Environmental effects data
bdowmmomsolwummnmmodmcu ’ Microbis! and toxi
S m“""‘"""" ) _ ] 'I’mmdnxmmho seed germination
N D SUBMITTER IDENTITY ’ Aelmu:d'mmxwumhg lnh birds,
2 [ cHEMICAL IDENTITY mammals, invertebrates) ]
3 [J PRODUCTION VOLUME -
4 O useINFORMATION o Otherdats
& OJ process INFORMATION . ® Risk sssessments
6 [0 PORTIONSDF A MIXTURE o [ o Suucture/activity relstienshipe .
700 OTHERINFORMATION - - - ¥ o . ‘hud.unuhdnnuudouumdum
: EPA Form 7710-26 (4-26-83) ’
—— ’ -
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*

o~ P

CERTIFICATION

omuuundwmum o T

SUIPORS, insmed
hml.-unl.

T .- a.ummh“mhmuw.dnmum

Wﬂlmﬁd“ kRown
60 of the mmw" ’

- .o 3.l-u with-this notice oli west deta in
- . ) ssoertainebie munﬁa‘:‘v

1. The sampeny named in l.ma.mudﬂmﬂ“nnﬂm ‘e
..:‘ W.ﬂrhm dovelopment, the ahm

’W_amm

quw—ﬂmﬂ

. Partl —~ GENERAL INFORMATION

Section A — SUBMITTER IDENTIFICATION

. Mark 1X) the “Conlidentisl*’ box next %0 any subsection you cleim s confidentisl.

Llu.Ponon

~

Name of sutharized officiel

Title

faotice
. Compeny

Maling address inumber and strest)

- Clty, Stste, TP code

. Ageotli . Name of suthorized official
R

w

Mailing address inumber and street)

City, State, 2P code

.. lmmMﬂmnmdom-mm 1X) this boux.

2. -Technical Name
contact’

" Comeeny

Mailing address (number and street)

City, Stats, 2IP code

VAtes code ! Number

3. fiyouhsvehads l’Cleiimﬁu“tlA

PIEnotice COMMUNICAtIoN
assigned a3 PC Numbaer 10 the notics, enter the

for the ch

X

4. # you have submitied & test (TME} sppli

substance covered by this notics, mmms igned by EPA

(]
TR
H none —-DD R

dby

§. i you have submitted 8 bons fide for the ch J
0 by EPA

Mark 1)

this notice. omorwmﬁeo o

€. Type oruou’a ~ Mark (X 1 13 Manustacture

2 {3 mpont

)

Page2 .

D R —————————
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‘ i&vif&ﬁﬁé_ﬂal Protection Agency oL : Part 720, Appendlx A

&

. Parti — GENERAL INFOIIMATION cominuod
* Section® — CHEMICAL IDENTITY INFORMATION
: . mwuwmm.mmmmum

md&-h‘l or 200 opprogriate. Complete all other oms.
ummnmmmmmmmwnmnum—-—om
Identify the neme, compeny, and address of that person in s continuation sheet.

T.ﬁ-ﬂu!mm«umdunddunmdmzmmnmm
. Closs of substance = Mark () 1 [J Ciees 1 20 cmes2
MWMWGG&W!

Q.MIMNCASMWWM

o, For a class 1 sub rich di Foueuuzmuneo mmmmmmmm
mmuswwummmmmmocm mwﬂm“m

typical sppropriate). (4] Provide 8 representative 'munm o). _ —

Dmmmmnmmnmmmmr.
O PATTIOTE 4-26-83) Page 3
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i PP - oo . N
Partl — GENERAL INFORMATION =~ Continued
}- Section 8 — CHEMICAL IDENTITY INFORMATION — Continusd
. 2. Polymors (For 8 definkion of polymaer, 800 the lnstrussions Manuel.) - : . Conl-
8. 10icate the loweet aumber-averspe molsculer weight Composition of the polymer yeu intend 10 manulacture. indicate the mesimum dontiel
demmm&mmmmmlwﬂmwdmmm
umumammmmm . : B e
A ' : ’
- ‘. .Dmcxwahunm&uﬁ.mm ,
8. You must make separate MVMMmummm sition ik ond
-nmmmm *Confidential” box next to any item yeu claim as confidentisl.
m-mumunn-umusmmm‘mdm o other ussd in the manl of the poly
g: mm.n:uummu mu .m :.::.‘m POrCOM or lass 30 be listed
- W t .
anmmn#mmmwmm. e ~ v . ssoan .
4] = Indicate the maximum weight p of sach o0 other that may be p 28 8 residusl in the poh a8
Monomer o other resctant snd CAS Registry Number * - {contr.] Troical 1,,""'"".,,,,,,,‘% Maximom | Cont
m : = 3 9 |
e—— * . —e—— *l —
o e— *l —— ‘ ———
r e
—— * — % 4
—_— %) — k) f—
—— “ o ——— *
— *! — xl
e — ‘I h_sveomeemam % ——
3 Mark x) this box if you artsch o continustion shest.
c.hmummuagqmelmm.am.
L 3 Mark 1) this box # you sttech a continuation sheet.
oMM CPAITIO TS 12083 - Page &
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Section B — CHEMICAL IDENTITY INFORMATION — Continued :
I.m - - 1

(s} = Ientify sach impurity that reasonably anticipe1ed 10 be present in the chamicsl substance ss menutackured fer "

commercial purposes. nw&"wwmmumn “nuﬂwl'u:u.m “unidertified.* T .

& =~ mmmmmamm umummmwwwnm "

(o) - S ([ §
»l____
- b
%
%
%
. * %

. - - ‘

O Merk () thia bex if you ertach & continuation shest. 7
4. Synonyms — Enter sny syncnyms for the new chemical substencs identified in subsection 1 er 2. Conft-
1 D'mmmmumm.m«mm.
i.tnd-m-mtmawmmmw-mmmhwﬁmluz

. T3 Mork £X) this box # you attach o comtinuation sheet. - - ~ : ‘ j
lemum-l!mmwmu isl, snter the generic ch sl name that you developed with EPA

Wptmm nvwhm w.mtnmmt'@momm
that reveals the specific chemical identity of ical to the extont p -
mmrwmmmn lniud‘ ory, Vohume | for gui on developing generic
names, - s
- Dm«t}xm«ummmmummmm i _ d
7. Byproducts —~ Describe byproducts, L the menuiscture, umw.uwdmmmum“ )
mgml Provide the Mwmlum
[ - 2 L E
) Mork (X! this'box if you sttech a continuation sheet. .
KON EPATTIO T8 -8 8D : Page 5
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Pnr' 720, Appondix A : . . CFR Ch. i (7-!-90 Edition)
Parti— GENERAL INFORMATION comluuod
Socﬂoac PRODUCTION, IMPORT, AND USE INFORMATION :
Mork (X) the “Confidentiol" bas 1 1x1 00 any item you slsim as eanfidentie. B C
3. Muhn Estimate the manimum preduction velums | he 12 months ol Also sstimets the
wmwuqmnﬂmumnﬁﬁn’mm sraduction. Conlt-
L2 T Masimrm first 13 dnenth Maniwan 12-menth
N ) N - . : . . . .
T 3" mmMMhumdumd ﬂmﬂm“m
'ou must wee, »
_ aoch comgory, the fermulstion of the Aew SUBSLANCS. Snd GIher wee I lermanon. Maerk (X) the “Confidontiol” bou nest 10 oy em you
- gleirn o8 confidentiol. s :
a. (1) = Describe cash intended category of use of the new chemical substance by funclien and spplicatica.
(3= mmmdmﬂmhn&anm.;mmﬁm :
T €3 = Estimate the percent of the new o8 forruleted i ions. & grls o8
hm;nuund-uﬁmm-mmwmdu
.. 8) = Mark (X) whether $he use is sie-limited, inth ciol. or e i sppropriste.
__Rosd the inetrustions Manuel for sxampies. .
" " C £X) appragrioss columnis}
Caregery of use IM'mlm 'm Contt- 18 | Conts-
- - e 2| ] 8B ] L Pemtet] el worlowmer |
rd
—— ‘- — ‘ — — — N — —  wESww—
— ‘l —— “ — ——— ———— —— —  w——
— % k] UG NN WU N S
. ‘l - ‘ — ey o eeamm Sk ey S e b E—————
O3 Mark (X1 this box if you attach s continussion shest. ) ) '
&, Generic ¥ you cisim any catagory of use description in subsection 28 m.mun'mmdm
C T uee - en'::uvl;: meowndp::mm
dascription
1
3 Mark 1) this box if you sttach & continustion shest. ) .
I Mlﬂmﬂn-hﬂmnwmomumwuﬂmﬂmm’d ng tabel, material safety dots sheet, or
. mwmm-lhumnmm 2 o proy for the safe 9
waneport, ues, or disposal of the new chemical substancs. mhm!m‘- ard inforem You includ .
T3 atark 1) this box i you ettach hazard information. :

. ——————
ro FORM EPA-7710-70 46-26-80 -Poge 6
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'Environmomal l’m«tion Agengy S * Part 720, Appqndix A

- Partll - HUMAN EXPOSURE AND EN\IIRONMENTAI. REI.EASE

") Section A — INDUSTRIAL SITES CONTAOLLED BY THE SUSMITTER
mmlhzdeMUﬂWMQOuﬁm

Mark (X1 she ~Confidensior” u-mnmmmeh_nnm. -

1. Operation deveription - ) _
®. ldentity= Enter the identity of the site ot which the operssion wilacews.
Hame . -

i

Site address tnumber and swreet)

City. County, State. 2)P code.

H the same operstion will occur 8t More than 0ne sAe., enier the number of sites. —_— !
__\denuty the additional ses on 8 continustion sheel. -

D mmmmnmm-mm

& Type -
Mark (X}

IDMM 20 Processing 30use
e. Am ond Ouration - Comgp 1 or-2 as appropriste - |
| Meximum ko/batch :Hounlbuwﬁ :lclehnlnu

1. Bateh

. ' Il
Mazimum kgiday © T T ‘Hoursiday Tt T tOaysivewr ” -
2. Contnuous : :
@. Process description

(1) Disgrami the major unit operation steps and ch J

(2) Provide the identity, the approximate weight (by kg/dsy or kg/bateh), mmmdllmmm

catalysts). .
131 identify by number the poimts of relesse 10 the envi of the new chemical substence. . -

03 Mark (X1.this box it you strach s continustion sheet.
R TFA 770 7314 36 831

Page 7
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e

-rm (. uuMAn EXPOSURE AND ENVIRONMENTAL RELEASE — Continued

Section A ~ INDUSTRIAL SITES CONTROLLED BY THE SUBMITTER — Continued’

2.Ossupetions! Enpossre - - — - —
Vnnﬁmwmmmmmquﬁmﬁmmmmmmm@m.

{1} = Describe the activities in which workers may uwwmmwm Include activities in which wea
‘ - Mdemwmwnmmdm
mum-w»_- of the acti !gmmnmsnmmmnm

m— — > - —]
. Maximnum durstion
-Physicat Maximum | f——
. dontist tormis) “m.“‘ ~umber ‘mm.. Hessdsy Tm‘mm
8 [31] Nt 1) (34 . {4) s

"3 Mavk (X this box if you artach a continuation shee.

-'. ®, Yy “ N ry .
You must make separate confidentiality claims for the release number and the amount of the new 0 d and
other telease and disposal information. Mark (X) the “Contidential’’ box next 10 ach nem you claim as confidental.
. 42 .- Enterthe ber of each pont fed i the panthl, A, 4t
{2) - Estimate the amount of the new 10 the or info J gy (m kg/day or kgrbateh
13 - Idom-lv the meu un and, or water) 10 wiuch the new sub will be from that rek pont.
1) - . if sy, that will be used 1o hrrut the red of the new 10 the For
d of on lmd the .
5 - ity the of 10 water. .
— . et v —
A of new sub Meda of . .
Number teleased ‘m release Control technology ‘ :.non'“l-
* [3)] {24 (1) ] . .
4 W — — 4o —
p o+ — JU—
4 — & W
L b — b —
- WS, § T
i .
' — - —
" 15) Mark (Xi the R - .
Mak (Xl e ot O eotw (mlv owned treaiment workst 3 L) Other — Specify g
teieases o water. 3 [] Navigable waterway ’
" 3 Mark 1) this box if you attach a contmuation sheet.
FORM EPA- 2710-25 14 2683 Page 8
-
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