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(iii) Do you assert that disclosure of 
the chemical identity is not necessary 
to interpret any of the health and safe-
ty studies you have submitted? If so, 
explain how a less specific identity 
would be sufficient to interpret the 
studies. 

(c) Denial of confidentiality claim. EPA 
will deny a claim of confidentiality for 
chemical identity under paragraph (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 infor-
mation would disclose the portion of 
the mixture comprised by any of the 
substances in the 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 con-
taining a specific chemical identity, 
which the submitter has claimed con-
fidential, and if the Agency has not de-
nied the claim under paragraph (c) of 
this section, EPA will identify the 
chemical substance by the generic 
name selected under § 720.85. 

[48 FR 21742, May 13, 1983, as amended at 58 
FR 34204, June 23, 1993]

§ 720.95 Public file. 

All information submitted with a no-
tice, including any health and safety 
study and other supporting documenta-
tion, 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 
file, subject to subpart E of this part. 
Any of the nonconfidential material 
described in this subpart will be avail-
able for public inspection in the Non-
Confidential Information Center 
(NCIC) (7407), Office of Pollution Pre-
vention and Toxics, U.S. Environ-
mental Protection Agency, Room B–607 
NEM, 401 M St., SW., Washington, DC 
20460, between the hours of 12 p.m. and 
4 p.m. weekdays excluding legal holi-
days. 

[48 FR 21742, May 13, 1983, as amended at 53 
FR 12523, Apr. 15, 1988; 60 FR 16311, Mar. 29, 
1995; 60 FR 34464, July 3, 1995]

Subpart F—Commencement of 
Manufacture or Import

§ 720.102 Notice of commencement 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 sec-
tion 5(a) notice under this part must 
submit a notice of commencement of 
manufacture or import. 

(b) When to report. (1) If manufacture 
or import for commercial purposes be-
gins 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 com-
mercial purposes began or will begin 
before the effective date of this rule, 
the submitter must submit the notice 
by the effective date of this rule. 

(c) Information to be reported on form. 
(1) The notice must be submitted on 
EPA (Form 7710–56), which is available 
from the Environmental Assistance Di-
vision (7408), Office of Pollution Pre-
vention and Toxics, Environmental 
Protection Agency, 1200 Pennsylvania 
Ave., NW., Washington, DC 20460. The 
form must be signed and dated by an 
authorized official. All information 
specified on the form must be provided. 
The notice must contain the following 
information: 

(i) The specific chemical identity of 
the PMN substance. 

(ii) A generic chemical name (if the 
chemical identity is claimed as con-
fidential by the submitter). 

(iii) The premanufacture notice 
(PMN) number assigned by EPA. 

(iv) The date of commencement for 
the submitter’s manufacture or import 
for a non-exempt commercial purpose 
(indicating whether the substance was 
initially manufactured in the United 
States or imported). The date of com-
mencement is the date of completion of 
non-exempt manufacture of the first 
amount (batch, drum, etc.) of new 
chemical substance identified in the 
submitter’s PMN. For importers, the 
date of commencement is the date the 
new chemical substance clears United 
States customs. 
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(v) The name and address of the sub-
mitter. 

(vi) The name of the authorized offi-
cial. 

(vii) The name and telephone number 
of a technical contact in the United 
States. 

(viii) The address of the site where 
commencement of manufacture oc-
curred. 

(ix) Clear indications of whether the 
chemical identity, submitter identity, 
and/or other information are claimed 
as confidential by the submitter. 

(2) If the submitter claims the chem-
ical identity confidential, and wants 
the identity to be listed on the con-
fidential portion of the Inventory, the 
claim must be reasserted and substan-
tiated in accordance with § 720.85(b). 
Otherwise, EPA will list the specific 
chemical identity on the public Inven-
tory. Submitters who did not claim the 
chemical identity, submitter identity, 
or other information to be confidential 
in the PMN cannot claim this informa-
tion as confidential in the notice of 
commencement. 

(d) Where to submit. Notices of com-
mencement of manufacture or import 
should be submitted to the Document 
Control Office (7407), Office of Pollu-
tion Prevention and Toxics, U.S. Envi-
ronmental Protection Agency, Room 
G–099, 1200 Pennsylvania Ave., NW., 
Washington, DC 20460. 

[48 FR 21742, May 13, 1983, as amended at 48 
FR 41140, Sept. 13, 1983; 51 FR 15103, Apr. 22, 
1986; 53 FR 12523, Apr. 15, 1988; 60 FR 16311, 
Mar. 29, 1995; 60 FR 34464, July 3, 1995; 65 FR 
39304, June 26, 2000]

Subpart G—Compliance and 
Inspections

§ 720.120 Compliance. 
(a) Failure to comply with any provi-

sion of this part is a violation of sec-
tion 15 of the Act (15 U.S.C 2614). 

(b) A person who manufactures or im-
ports a new chemical substance before 
a notice is submitted and the notice re-
view period expires is in violation of 
section 15 of the Act even if that per-
son was not requied to submit the no-
tice under § 720.22. 

(c) Using for commercial purposes a 
chemical substance or mixture which a 
person knew or had reason to know was 

manufactured, processed, or distrib-
uted in commerce in violation of sec-
tion 5 of this rule is a violation of sec-
tion 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 required by 
the Act, is a violation of section 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 violation 
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).

§ 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 sub-
mitted to EPA under this rule.

PART 721—SIGNIFICANT NEW USES 
OF CHEMICAL SUBSTANCES

Subpart A—General Provisions

Sec.
721.1 Scope and applicability. 
721.3 Definitions. 
721.5 Persons who must report. 
721.11 Applicability determination when the 

specific chemical identity is confidential. 
721.20 Exports and imports. 
721.25 Notice requirements and procedures. 
721.30 EPA approval of alternative control 

measures. 
721.35 Compliance and enforcement. 
721.40 Recordkeeping. 
721.45 Exemptions. 
721.47 Conditions for research and develop-

ment exemption.
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