§720.78

that the notice review period has ex-
pired or that EPA has completed its re-
view of the notice. Expiration of the re-
view period does not constitute EPA
approval or certification of the new
chemical substance, and does not mean
that EPA may not take regulatory ac-
tion against the substance in the fu-
ture. After expiration of the statutory
notice review period, in the absence of
regulatory action by EPA under sec-
tion 5(e), 5(f), or 6(a) of the Act, the
submitter may manufacture or import
the chemical substance even if the sub-
mitter has not received notice of expi-
ration.

(e) Withdrawal of a notice by the sub-
mitter. (1) A submitter may withdraw a
notice during the notice review period.
A statement of withdrawal must be
made in writing to the Document Con-
trol Office (7407), Office of Pollution
Prevention and Toxics, U.S. Environ-
mental Protection Agency, Room G-
099, 1200 Pennsylvania Ave., NW., Wash-
ington, DC 20460. The withdrawal is ef-
fective 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
begins.

[48 FR 21742, May 13, 1983, as amended at 53
FR 12523, Apr. 15, 1988; 58 FR 34204, June 23,
1993; 60 FR 34464, July 3, 1995]

§720.78 Recordkeeping.

(a) Any person who submits a notice
under this part must retain docu-
mentation of information in the notice,
including (1) other data, as defined in
§720.50(b), in the submitter’s possession
or control; and (2) records of produc-
tion volume for the first three years of
production or import, the date of com-
mencement of manufacture or import,
and documentation of this information.
This information must be retained for
five years from the date of commence-
ment of manufacture of import.

(b)(1) Persons who manufacture or
import a chemical substance under
§720.36 must retain the following
records:

(i) Copies of, or citations to, informa-
tion reviewed and evaluated under
§720.36(b)(1) to determine the need to
make any notification of risk.
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(ii) Documentation of the nature and
method of notification under
§720.36(c)(1) including copies of any la-
bels or written notices used.

(iii) Documentation of prudent lab-
oratory practices used instead of noti-
fication and evaluation under
§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 amount dis-
tributed, and copies of the notifica-
tions required under §720.36(c)(2). These
records are not required when sub-
stances are distributed as impurities or
incorporated into an article, in accord-
ance with paragraph (d) of this section.

(2) A person who manufactures or im-
ports a chemical substance under
§720.36 and who manufactures or im-
ports the substance in quantities great-
er than 100 kilograms per year must re-
tain records of the identity of the sub-
stance to the extent known, the pro-
duction volume of the substance, and
the person’s disposition of the sub-
stance. The person is not required to
maintain records of the disposition of
products containing the substance as
an impurity or of articles incor-
porating the substances.

(3) Records under this paragraph
must be retained for 5 years after they
are developed.

() Any person who obtains a test-
marketing exemption under this part
must retain documentation of informa-
tion in the application and documenta-
tion of compliance with any restric-
tions imposed by EPA when it granted
the application. This information must
be retained for five years from the final
date of manufacture or import under
the exemption.

[48 FR 21742, May 13, 1983; 48 FR 33872, July

26, 1983, as amended at 51 FR 15102, Apr. 22,
1986; 58 FR 34204, June 23, 1993]

Subpart E—Confidentiality and
Public Access to Information

§720.80 General provisions.

(a) A person may assert a claim of
confidentiality for any information
which he or she submits to EPA under
this part.
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(b) Any claim of confidentiality must
accompany the information when it is
submitted to EPA.

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

(if) 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) If any information is claimed as
confidential, the person must submit,
in addition to the copies specified by
§720.40, a sanitized copy of the notice
form (or electronic submission) and
any attachments.

(i) The original and two copies of the
notice, specified at §720.40 (or elec-
tronic submission) and attachments
must be complete. The submitter must
designate that information which is
claimed as confidential in the manner
prescribed on the notice form (or in
EPA’s electronic submission instruc-
tions).

(if) The sanitized copy must be com-
plete except that all information
claimed as confidential in the original
must be deleted. EPA will place this
sanitized copy in the public file.

(iii) If the person does not provide
the sanitized copy, or information in a
health and safety study (except infor-
mation claimed as confidential in ac-
cordance with §720.90), the submission
will be deemed incomplete and the no-
tice review period will not begin until
EPA receives the sanitized copy or the
health and safety study information is

included, in accordance with
§720.65(c)(1)(vii).
(c) 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 as-
sert 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.

[48 FR 21742, May 13, 1983, as amended at 58
FR 34204, June 23, 1993; 60 FR 16311, Mar. 29,
1995]

§720.85

§720.85 Chemical identity.

(a) Claims applicable to the period prior
to commencement of manufacture or im-
port. (1)(i) A person who submits infor-
mation to EPA under this part may as-
sert a claim of confidentiality for the
chemical identity of the new chemical
substance. This claim will apply only
to the period prior to the commence-
ment of manufacture or import for
commercial purposes. A submitter may
assert this claim only if the submitter
believes that public disclosure prior to
commencement of manufacture or im-
port of the fact that anyone intends to
manufacture or import the specific
chemical substance for commercial
purposes would reveal confidential
business information.

(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
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-
cepted by EPA in the prenotice con-
sultation conducted under paragraph
(a)(3) of this section.

(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 chem-
ical identity to the maximum extent
possible. The generic name will be sub-
ject to EPA review and approval at the
time a notice of commencement is sub-
mitted.

(3)(i) Any person who intends to as-
sert a claim of confidentiality for the
chemical identity of a new chemical
substance may seek a determination by
EPA of an appropriate generic name
for the substance before submitting a
notice. For this purpose, the person
should submit to EPA:

(A) The chemical identity of the sub-
stance.

(B) A proposed generic name(s) which
in only as generic as necessary to pro-
tect the confidential chemical identity
of the new chemical substance. The
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