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by the person maintaining such 
records. This provision requires per-
sons subject to this part to retain for 30 
years an employee health related alle-
gation, arising from any employment 
related exposure, whether or not such 
allegation was submitted by or on the 
behalf of that recordkeeper’s own em-
ployee. Any other record of significant 
adverse reactions shall be maintained 
for a period of five years from the date 
the information contained in the 
record was first reported to or known 
by the person maintaining the record. 

(e) Transfer of records. (1) If a firm 
ceases to do business, the successor 
must receive and keep all the records 
that must be kept under this part. 

(2) If a firm ceases to do business and 
there is no successor to receive and 
keep the records for the prescribed pe-
riod, these records must be transmitted 
to EPA. See § 717.17(c) for the address 
to which such records must be sent. 

[48 FR 38187, Aug. 22, 1983, as amended at 49 
FR 23183, June 5, 1984; 58 FR 34204, June 23, 
1993] 

§ 717.17 Inspection and reporting re-
quirements. 

(a) Inspection. Firms must make 
records of allegations available for in-
spection by any duly designated rep-
resentative of the Administrator. 

(b) Reporting. Each person who is re-
quired to keep records under this part 
must submit copies of those records to 
the Agency as required by the EPA Ad-
ministrator or appropriate designee. 
EPA will notify those responsible for 
reporting by letter or will announce 
any such requirements for submitting 
copies of records by a notice in the 
FEDERAL REGISTER. Such letter or no-
tice will be signed by the Adminis-
trator or appropriate designee, and will 
specify which records or portion of 
records must be submitted. The report-
ing period will be specified by the let-
ter or notice but in no case will such 
reporting period be less than 45 days 
from the date of the letter or the effec-
tive date of the notice. 

(c) How to report. When required to 
report, firms must submit copies of 
records (preferably by certified mail) 
to the Document Control Office (DCO) 
(7407M), Office of Pollution Prevention 
and Toxics (OPPT), Environmental 

Protection Agency, 1200 Pennsylvania 
Ave., NW., Washington, DC 20460–0001, 
ATTN: 8(c) Allegations. 

[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; 58 FR 34204, 
June 23, 1993; 60 FR 34464, July 3, 1995; 71 FR 
33641, June 12, 2006] 

§ 717.19 Confidentiality. 

(a) Any person submitting copies of 
records may assert a business confiden-
tiality claim covering all or part of the 
submitted information. Any informa-
tion 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 with-
out further notice to the respondent. 

(c) To asset a claim of confidentiality 
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 ‘‘confidential’’, ‘‘pro-
prietary’’, or ‘‘trade secret’’ and briefly 
state the basis of the claim. 

(2) If some information is claimed as 
confidential, the respondent must sub-
mit a second copy of the record. The 
second copy must be complete, except 
that all information claimed as con-
fidential in the first copy must be de-
leted. 

(3) The first copy will be for internal 
use by EPA. The second copy will be 
placed in an open file to be available to 
the public. 

(4) Failure to furnish a second copy 
when information is claimed as con-
fidential in the first copy will be con-
sidered a presumptive waiver of the 
claim of confidentiality. EPA will no-
tify the respondent by certified mail 
that a finding of a presumptive waiver 
of the claim of confidentiality has been 
made. The respondent will be given 30 
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, 
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EPA will place the first copy in the 
public file. 

PART 720—PREMANUFACTURE 
NOTIFICATION 

Subpart A—General Provisions 

Sec. 
720.1 Scope. 
720.3 Definitions. 

Subpart B—Applicability 

720.22 Persons who must report. 
720.25 Determining whether a chemical sub-

stance is on the Inventory. 
720.30 Chemicals not subject to notification 

requirements. 
720.36 Exemption for research and develop-

ment. 
720.38 Exemptions for test marketing. 

Subpart C—Notice Form 

720.40 General. 
720.45 Information that must be included in 

the notice form. 
720.50 Submission of test data and other 

data concerning the health and environ-
mental effects of a substance. 

720.57 Imports. 

Subpart D—Disposition of Notices 

720.60 General. 
720.62 Notice that notification is not re-

quired. 
720.65 Acknowledgment of receipt of a no-

tice; errors in the notice; incomplete sub-
missions; false and misleading state-
ments. 

720.70 Notice in the FEDERAL REGISTER. 
720.75 Notice review period. 
720.78 Recordkeeping. 

Subpart E—Confidentiality and Public 
Access to Information 

720.80 General provisions. 
720.85 Chemical identity. 
720.87 Categories or proposed categories of 

uses of a new chemical substance. 
720.90 Data from health and safety studies. 
720.95 Public file. 

Subpart F—Commencement of 
Manufacture or Import 

720.102 Notice of commencement of manu-
facture or import. 

Subpart G—Compliance and Inspections 

720.120 Compliance. 
720.122 Inspections. 

AUTHORITY: 15 U.S.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. 
This part applies to microorganisms 
only to the extent provided by part 725 
of this chapter. The rule defines the 
persons and chemical substances sub-
ject to the reporting requirements, pre-
scribes the contents of section 5 no-
tices, and establishes procedures for 
submitting notices. The rule also es-
tablishes EPA policy regarding claims 
of confidentiality for, and public dis-
closure of, various categories of infor-
mation submitted in connection with 
section 5 notices. 

[48 FR 21742, May 13, 1983, as amended at 58 
FR 34204, June 23, 1993; 62 FR 17932, April 11, 
1997] 

§ 720.3 Definitions. 
(a)(1) For the purposes of this part, 

the terms cosmetic, device, drug, food, 
and food additive have the meanings 
contained in the Federal Food, Drug, 
and Cosmetic Act, 21 U.S.C. 321 et seq., 
and the regulations issued under it. In 
addition, the term ‘‘food’’ includes 
poultry and poultry products, as de-
fined in the Poultry Products Inspec-
tion Act, 21 U.S.C. 453 et seq.; meats and 
meat food products, as defined in the 
Federal Meat Inspection Act, 21 U.S.C. 
60 et seq.; and eggs and egg products, as 
defined in the Egg Products Inspection 
Act, 21 U.S.C. 1033 et seq. 

(2) The term pesticide has the mean-
ing contained in the Federal Insecti-
cide, Fungicide, and Rodenticide Act, 7 
U.S.C. 136 et seq. and the regulations 
issued under it. 

(3) The terms byproduct material, 
source material, and special nuclear mate-
rial have the meanings contained in the 
Atomic Energy Act of 1954, 42 U.S.C 
2014 et seq. and the regulations issued 
under it. 

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

(c) Article means a manufactured 
item (1) which is formed to a specific 
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