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date of publication of this Notice, submit 
written comments to the Deputy 
Associate Administrator for Investment, 
Small Business Administration, 1441 "L” 
Street, N.W., Washington D.C. 20416.

A copy of this notice will be published 
in a newspaper of general circulation in 
Scottsdale, Arizona.
(Catalog of Federal Domestic Assistance 
Program No. 59.011, Small Business 
Investment Companies)

Dated: May 9,1983.
Robert G. Lineberry,
Deputy A ssociate Adm inistrator fo r  
Investment.
[FR Doc. 83-12967 Filed 5-12-83; 8:45 am]
BILLING CODE 8025-01-M

[License No. 06/06-0265]

Sunwestern Capital Corp.; issuance of 
License To Operate as a Small 
Business Investment Company

On December 20,1982, a notice was 
published in the Federal Register (Vol.
47, No. 224), stating that Sunwestern 
Capital Corporation, Suite 816, South 
Tower, 2720 Stemmons Freeway, Dallas, 
Texas 75207 had Bled an application 
with the Small Business Administration 
(SBA), pursuant to 13 CFR 107.102 
(1983), for a license to operate as a small 
business investment company under the 
provisions of the Small Business 
Investment Act of 1958, as amended. 
^Interested parties were given 15 days 

to submit their comments to SBA. No 
comments were received.

Notice is hereby given that having 
considered the application and all other 
pertinent information, SBA issued 
License No. 06/06-0265 to Sunwestern 
Capital Corporation on March 7,1983, to 
operate as a small business investment 
company, pursuant to the A ct
(Catalog of Federal Domestic Assistance 
Program No. 59.011, Small Business 
Investment Companies)

Dated: May 3,1983.
Robert G. Lineberry,
Deputy Associate Adm inistrator fo r  
Investment.
IFR Doc. 83-12968 Filed 5-12-83; 8:45 am]
BILUNG CODE 8025-01-M

[Declaration of Disaster Loan Area No. 
2083]

Utah; Declaration of Disaster Loan 
Area

As a result of the President’s major 
disaster declaration, I find that the 
counties of Utah, Carbon and Emery, 
Utah, constitute a disaster area because 
of damage resulting from severe storms, 
landslides, and flooding beginning on or

about April 12,1983. Eligible persons, 
firms and organizations may file 
applications for loans for physical 
damage until the close of business on 
June 29,1983, and for economic injury 
until the close of business on January 29, 
1983, at the address listed below: U.S. 
Small Business Administration, 125 
South State Street, Room 2237, Salt Lake 
City, Utah 84138-1195, or other locally 
announced locations.

Interest rates for applicants filing for 
assistance under this declaration are:

Percent

Homeowners with credit available elsewhere......... 11.500
Homeowners without credit available elsewhere.... 5.750
Businesses with credit available elsewhere______ 10.500
Businesses without credit available elsewhere___ 8.000
Business (EIDL) without credit available etse-

8.000
Other (non-profit organization including charitable 

and religious organizations............................._..... 11.375

It should be noted that assistance for 
agriculture enterprises is the primary 
responsibility of the Farmers Home 
Administration as specified in Pub. L. 
96-302.
(Catalog of Federal Domestic Assistance 
Programs Nos. 59002 and 59008)

Dated: May 3,1983.
James C. Sanders,
Adm inistrator.
[FR Doc. 83-12962 Filed 5-12-83; 8:45 am]
BILUNG CODE 8025-01-M

[Application No. 09/09-0322]

Wesco Capital, Ltd.; Application for a 
License To Operate as a Small 
Business Investment Company

Notice is hereby given that an 
application has been filed with the 
Small Business Administration pursuant 
to § 107.102 of the Regulations governing 
small business investment companies 
(13 CFR 107.102 (1983)), for a license to 
operate as a small business investment 
company (SBIC) under the provisions of 
the Small Business Investment Act of 
1958, as amended (the Act), (15 U.S.C. 
661 et seq.) by:

Applicant: Wesco Capital, Ltd. 
Address: 3471 Via Lido, Suite 204, 

Newport Beach, California 92663. 
Proposed Private Capital: $530,000. 
Area of Operations: State of 

California.
The General Partners of the Applicant 

are as fellows:
Peter J. Madigan, 938 Via Lido Soud, 

Newport Beach, California 92663, 
General Partner

Lido Financial Inc. Corporate General 
Partner

Peter J. Madigan, 938 Via Lido Soud, 
Newport Beach, California 92663, 
President Vice President and Director

T. James Herrmann, 601 E. Promontary 
Drive, Newport Beach, California 
92660, Director,

Freda D. Wilt, 1027 East Angeleno, 
Burbank, California 91502, Secretary 
and Treasurer and Director,
Mr. Peter J. Madigan and Lido 

Financial, Inc., the General Partners, 
will be the only persons, corporations, 
partnerships trusts or other entities that 
will own directly or indirectly 10 or 
more percent of the Applicant’s Private 
CapitaL

Matters involved in SBA’s 
consideration of the application include 
the general business reputation and 
character of proposed managers, and the 
probability of successful operations of 
the new company under their 
management, including adequate 
profitability and financial soundness, in 
accordance with the Small Business 
Investment Act and the SBA Rules and 
Regulations.

Notice is hereby given that any person 
may, not later than 15 days from the 
date of publication of this Notice, submit 
written comments to the Deputy 
Associate Administrator for Investment, 
Small Business Administration, 1441 "L” 
Street, NW., Washington, D.C. 20416.

A copy of this notice will be published 
in a newspaper of general circulation in 
Newport Beach, California area.
(Catalog of Federal Domestic Assistance 
Program No. 59.011, Small Business 
Investment Companies)

Dated: May 9,1983.
Robert G. Lineberry,
Deputy Associate Adm inistrator fo r  
Investm ent
[FR Doc. 83-12966 Filed 5-12-83; 8:45 am]
BILLING CODE 8025-01-M

DEPARTMENT OF TREASURY

Public Information Collection 
Requirements Submitted to OMB for 
Review

On May 9,1983 the Department of 
Treasury subipitted the following public 
information collection requirement(s) to 
OMB (listed by submitting bureaus), for 
review and clearance under the 
Paperwork Reduction Act of 1980, Pub. 
L. 96-511. Copies of these submissions 
may be obtained from the Treasury 
Department Clearance Officer, by 
calling (202) 634-2179. Comments 
regarding these information collections 
should be addressed to the OMB 
reviewer listed at the end of each 
bureau’s listing and to the Treasury
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Department Clearance Officer, Room 
309,1625 “I” Street, N.W., Washington, 
D.C. 20220.

Internal Revenue Service

OMB Number: 1545-0115.
Form Number: 1099 Misc.
Title: Statement for Recipients of 

Miscellaneous Income,
OMB Number: 1545-0715.
Form Number: 1099-B.
Title: Statement for Recipients of 

Proceeds from Broker or Barter 
Exchange Transactions.

OMB Number 1545-0108.
Form Number: 1096.
Title: Annual Summary and 

Transmittal of U.S. Information Returns.
OMB Reviewer: Norman Frumkin 

(202) 395-6880, Office of Management 
and Budget, Room 3208, New Executive 
Office Building, Washington, D.C. 20503.

Cathy Thomas,
Acting Departmental Reports Management 
O fficer.

[FR Doc. 83-12992 Filed 5-12-83; 8:45 am]
BILLING CODE 4810-25-M

VETERANS ADMINISTRATION

Agency Form Under OMB Review 
AGENCY: Veterans Administration. 
a c t io n : Notice.

The Veterans Administration has 
submitted to OMB for review-the 
following proposal for the collection of 
information under the provisions of the 
Paperwork Reduction Act (44 U.S.C. 
Chapter 35). This document consists of 
an extended form. The entry contains 
the following information: (1) The 
department or staff office issuing the 
form; (2) The title of the form; (3) The 
agency form number, if applicable; (4) 
How often the form must be filled out;
(5) Who will be required or asked to 
report; (6) An estimate of the number of 
responses; (7) An estimate of the total 
number of hours needed to fill out the 
form; and (8) An indication of whether 
section 3504(H) of Pub. L. 96-511 applies. 
ADDRESSES: Requests for further 
information, including copies of the 
proposed form and supporting 
documents may be obtained from 
Patricia Viers, agency clearance Officer 
(004A2), Veterans Administration, 810

Vermount Avenue, NW, Washington 
DC, 20420 (202) 389-2146. Comments and 
questions about the items on this list 
should be directed ot the Office of 
Information and Regulatory Affairs of 
OMB, Attention: Desk Officer for 
Veterans Administration, 726 Jackson 
Place, NW, Washington, DC 20503, (202) 
395-6880.
DATES: Comments on the form should be 
directed to the OMB Desk Officer within 
60 days of this notice.

Dated: May 4,1983.
By direction of the Administrator:

Dominick Onorato,
A ssociate Deputy Adm inistrator fo r  
Information Resources Management.

Extended Form
(1) Department of Medicine and 

Surgery.
(2) Blood Donor Registration Form.
(3) VA Form 10-2420.
(4) On occasion.
(5) Prospective blood doners.
(6) 36,000 responses annually.)
(7) 5 minutes.
(8) Not applicable under 3504(H).

[FR Doc. 83-12875 Filed 5-12-83; 8:45 am]
BILLING CODE 8320-01-M
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This section of the FEDERAL REGISTER 
contains notices of meetings published 
under the “ Government in the Sunshine 
Act" (Pub. L  94-409) 5 U.S.C.
552b(e)(3).

CONTENTS
Items

Consumer Product Safety Commission 1
Federal Deposit Insurance Corpora­

tion .................................................  2
Federal Mine Safety and Health

Review Commission...................    3
Federal Reserve System-------- ------  4
National Science Board...................... « 5
Occupational Safety and Health

Review Commission........................... 6
Uniformed Services University of the 

Health Sciences..;...........................   7

1
CONSUMER PRODUCT SAFETY 
COMMISSION
tim e  a n d  d a te : Commission Meeting, 
Monday, May 16,1983,10:00 a.m. 
sta tu s: Closed to the Public,
MATTERS TO BE CONSIDERED:
Compliance Status Report.
LOCATION: Room 456, Westwood 
Towers, 5401 Westbard Avenue, 
Bethesda, Maryland.

The staff will brief the Commission on 
the status of various compliance 
matters.

(For a recorded message containing 
the latest agenda information: call 301- 
492-5709)
CONTACT PERSON FOR ADDITIONAL
in fo r m a tio n : Sheldon D. Butts, Office 
of the Secretary, 5401 Westbard Ave., 
Bethesda, Md. 30307, 301-492-6800.
[S-688-83 Filed 5-11-83; 9:51 am]
BILUNG CODE 6355-01-M

2
FEDERAL DEPOSIT INSURANCE 
CORPORATION

Notice of Changes in Subject Matter 
of Agency Meeting

Pursuant to the provisions of 
subsection (e)(2) of the “Government in 
the Sunshine Act" (5 U.S.C. 552b(e)(2)), 
notice is hereby given that at its closed 
meeting held at 2:30 p.m. on Monday, 
May 9,1983, the Corporation’s Board of 
Directors determined, on motion of 
Chairman William M. Isaac, seconded 
by Director Irvine H. Sprague

(Appointive), concurred in by Mr. Doyle 
L, Arnold, acting in the place and stead 
of Director C. T. Conover (Comptroller 
of the Currency), that Coporation 
business required the addition to the 
agenda for consideration at the meeting, 
on less than seven days’ notice to the 
public, of the following matters:

Application of First Amercian Bank 
for Savings, Boston, Massachusetts, an 
insured mutual savings bank, for 
consent to acquire the assets of and 
assume the liability to pay deposits 
made in Workingmen’s Co-Operative 
Bank, Boston, Massachusetts, a non- 
federally-insured institution, and to 
establish the eight existing offices of 
Workingmen’s Co-Operative Bank as 
branches of First American Bank for 
Savings.

Application of Heritage Bank, 
Anaheim, California, for consent to 
convert into a non-FDIC-insured 
institution.

Request of West Olympia Bank, Los 
Angeles, California, for reconsideration 
of a previous denial of an application for 
consent to establish a branch to be 
located at 901 South Western Avenue, 
Los Angeles, California.

Request of Fideliety Bank & Trust 
Company (In Organization), Salem, New 
Hampshire, for modification of 
conditions imposed in granting Federal 
deposit insurance.

Recommendation regarding the 
Corporation’s assistance agreement 
involving an insured bank pursuant to 
section 13(c) of the Federal Deposit 
Insurance Act.

Memorandum and resolution re: 
Proposed revision of the delegations of 
authority relating to personnel matters.

The Board further determined, by the 
same majority vote, that no earlier 
notice of the changes in the subject 
matter of one meeting was practicable; 
that the public interest did not require 
consideration of the matters in a 
meeting open to public observation; and 
that the matters could be considered in 
a closed meeting by authority of 
subsections (c)(2), (c)(4), (c)(6), (c)(8), 
and (c)(9)(A)(ii) of the “Government in 
the Sunshine Act” (5 U.S.C. 552b(c)(2),
(c)(4), (c)(6), (c)(8), and (c)(9)(A)(ii)).

Dated: May 9,1983.

Federal Deposit Insurance Corporation. 
Noyle L. Robinson,
Executive Secretary.
{S-689-83 Filed 5-11-83; 12:34 pm]
BILUNG CODE 6714-01-M

3
FEDERAL MINE SAFETY AND HEALTH 
REVIEW COMMISSION 
TIME AND DATE: 10:00 a.m., Wednesday, 
May 11,1983.
PLACE: Room 600,1730 K Street, N.W., 
Washington, D.C. 
s t a t u s : Open.
MATTERS TO BE CONSIDERED:
In addition to the previously announced 

meeting, the Commission will also consider 
and act upon the following:

2 . Jay Montoya v. Valley Camp of Utah, Inc., 
Docket No. WEST 82-41-D; Petition for 
Discretionary Review. (Issues include 
whether the judge erred in dismissing the 
miner’s discrimination complaint.)

It was determined by a unanimous vote of 
Commission that Commission business 
required that a meeting be held on this item 
and that no earlier announcement of the 
meeting was possible

CONTACT PERSON FOR MORE INFO: Jean 
Ellen (202) 653-5632.
[S-691-83 Filed 5-11-83; 2:30 pm]
BILUNG CODE 6735-01-M

4
FEDERAL RESERVE SYSTEM (BOARD OF 
GOVERNORS)
TIME AND d a t e : 10:00 a.m., Wednesday, 
May 18,1983.
PLACE: 20th Street and Constitution 
Avenue NW., Washington, D.C. 20551.
STATUS: Closed.
MATTERS TO BE CONSIDERED:
1 . Personnel actions (appointments, 

promotions, assignments, reassignments, 
and salary actions) involving individual 
Federal Reserve System employees.

2. Any items carried forward from a 
previously announced meeting.

CONTACT PERSON FOR MORE 
in f o r m a t io n : Mr. Joseph R. Coyne, 
Assistant to the Board; (202) 452-3204.

Dated: May 10,1983.
James McAfee,
Associate Secretary o f the Board.
[S-686-83 Filed 5-10-83; 4:28 pm]
BILLING CODE 6210-01-M
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5
NATIONAL SCIENCE BOARD
d a t e / t im e :
May 18,1983 3:00; p.m. Open Session 
May 19,1983 1 :0 0 ; p.m. Open Session 
May 19,1983 3:15; p.m. Closed Session 
May 19,1983 4:00; p.m. Open Session 
pla c e: National Science Foundation, 
1800 G Street, N.W. Washington, D.C.
STATUS: Changes to previously 
published announcement.

An item has been added to the Open 
Session scheduled for Thursday, May 
19, from 1:00 p.m. to approximately 2:30 
p.m. The item will be: Supercomputers 
in Research Activities.

Matters to be considered at the Open 
Session on Thursaday, May 19, 
beginning at 4:00 p.m. remain as 
previously announced.
CONTACT PERSON FOR MORE 
in fo r m a tio n : Ms. Margaret L. Windus, 
202/357-9582.
[S-890-83 Filed 5-11-83; 1:53 pm]

BILLING CODE 7555-01-M 89

6
OCCUPATIONAL SAFETY AND HEALTH 
REVIEW COMMISSION

FEDERAL REGISTER CITATION OF 
PREVIOUS ANNOUNCEMENT: 48 FR 21234 
May 11,1983.
PREVIOUSLY ANNOUNCED TIME AND DATE 
OF THE m e e tin g : 10 a.m. on June 2,1983.
CHANGES IN THE MEETING: This meeting 
has been rescheduled for June 9,1983, at 
10 a.m.

Date: May 11,1983.

[S-892-83 Filed 5-11-83; 3:38 p.m.]

BILLING CODE 7600-01-M

7
UNIFORMED SERVICES UNIVERSITY OF THE 
HEALTH SCIENCES
TIME AND DATE: 10:00 a.m., May 21,1983.
PLACE: Uniformed Services University of 
the Health Sciences, Room D3-001, 4301 
Jones Bridge Road, Bethesda, Maryland 
20814.

STATUS: Open.
MATTERS TO BE CONSIDERED:
1 0 :0 0 : Meeting—Board of Regents 
(1 ) Approval of Minutes, 14 March 1983; (2 ) 

Faculty Appointments; (3) Report—  
Admissions; (4) Report—Associate Dean 
for Operations—Budget; (5) Report—  
President, USUHS— (a) Awards, (b) 
Graduate Education, (c) Benefits Program 
Update, (d) Change in General Procedures 
and Delegations—Committee Structure, (e) 
Defense Officer Personnel Management 
Act, (f) Foundation for the Advancement of 
Military Medicine, (g) Certification to 
Receive Degrees 

New Business
SCHEDULED MEETING: July 25,1983.

CONTACT PERSON FOR MORE 
INFORMATION: Frank Reynolds,
Executive Secretary of the Board, 202/ 
695-1052.

Dated: May 10,1983 
M. S. Healy,

O SD  Federal Register Liaison Officer, 
Department o f D efense.

[S-687-83 Filed 5-11-83; 9:00 am]
BILUNG CODE 3810-01-M
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ENVIRONMENTAL PROTECTION 
AGENCY

40 CFR Part 720

[OPTS-50002G; TSH-FRL 2998-5]

Premanufacture Notification; 
Premanufacture Notice Requirements 
and Review Procedures

AGENCY: Environmental Protection 
Agency (EPA).
ACTION: Final rule and notice form.

SUMMARY: This rule establishes 
premanufacture notice requirements and 
review procedures under section 5 of the 
Toxic Substances Control Act (“TSCA” 
or “the Act”). Section 5 of TSCA 
requires persons to notify EPA at least 
90 days before manufacturing or 
importing a new chemical substance for 
commercial purposes. On January 10, 
1979, EPA proposed a rule and forms to 
implement the section 5 notice 
requirements; the rule and forms were 
reproposed in part on October 16,1979, 
and supplemented by a processor 
reporting proposal on August 15,1980 
and a clarification of importer reporting 
requirements on September 23,1980. In 
this notice, EPA is issuing a final rule 
and notice form. The notice 
requirements and procedures 
established in this rule will replace the 
Interim Policy under which EPA has 
been conducting the new chemical 
notice review program since it began on 
July 1,1979.
DATE: This rule is effective July 12,1983. 
FOR FURTHER INFORMATION CONTACT: 
Jack P. McCarthy, Director, Industry 
Assistance Office (TS-799), Office of 
Toxic Substances, Environmental 
Protection Agency, Rm. E-511, 401 M St., 
SW., Washington^ D.C. 20460, Toll-free: 
(800-424-9065), in Washington, D.C.: 
(554-1404), Outside the USA: (Operator- 
202-554-1404).
SUPPLEMENTARY INFORMATION:

OMB Control Number 2070-0012.
This preamble discusses EPA’s 

approach to implementing TSCA section 
5 notice requirements, the provisions of 
this rule, and the contents of the notice 
form. EPA has also prepared several 
documents in support of this rule, 
including a Regulatory Impact Analysis, 
EPA’s Response to Comments on 
Premanufacture Notice Requirements 
and Review Procedures for New 
Chemical Substances, and an 
Instructions Manual for Premanufacture 
Notification of New Chemical 
Substances (“Instructions Manual”). 
These documents are available from the 
Industry Assistance Office, Office of

Toxic Substances (OTS), at the address 
above.

Following is an index to the remainder 
of this preamble.
I. Introduction

A. Statutory Framework
B. Background

II. General Approach to Notice Review
A. Notice Review Process

1. Prenotice Communication
2. Process Start-up
3. Initial Review
4. Detailed Review
5. Regulatory Response
6. Process Closeout and Entry on the 

Inventory
B. Test-Marketing Exemption Applications
C. Regulatory Actions

III. Provisions of the Rule
A. Applicability

1. Who Must Report
a. U.S. Manufacturers
b. Importers
c. Processors
d. Agents and Joint Submitters

2. What Chemical Substances Must be 
Reported

3. Exempt Chemical Substances
a. Small quantities solely for 

research and development
b. Test-Marketing Exemptions
c. Nonisolated Intermediates
d. Byproducts

B. Information Submissions
1. Scope of Information Requirements

a. Known to or Reasonably 
Ascertainable by

b. Information From Other Persons
c. Test Data and Other Data
d. New Information or Data

2. Section-by-Section Review of the 
Notice Form

a. Submitter Identification
b. Chemical Identity
c. Production and Use Information
d. Hazard Information
e. Transportation and Detection 

Methods
f. Human Exposure and 

Environmental Release Information
g. Sites Controlled by Others
h. Consumer and Commercial User 

Exposure
i. List of Attachments
j. Optional Information
k. Federal Register Notice
l. Confidentiality Claims

C. Notice and Review Procedures
1. Submission and Processing of 

Notices
a. Acknowledgement of Receipt
b. Consolidated Notices
c. Incomplete Submissions
d. Extension of Review Period
e. Suspension of Review Period
f. Closeout and Commencement of 

Manufacture
2. Supplemental Reporting
3. Actions Under Sections 5(e) and 5(f)
4. Recordkeeping
5. Compliance and Inspections

D. Confidentiality
1. Assertion of Confidentiality Claims
2. Generic Information
3. Substantiation of Claims

4. Health and Safety Studies
5. Specific Chemical Identity

IV. Related Rulemakings and Other Actions
A. Section 5(h)(4) Exemptions
B. New Chemical Follow-up Rules
C. Testing Guidelines

V. Related Documents
A. Response to Comments
B. Instructions Manual

VI. Regulatory Impact Analysis
VII. Applicability of Paperwork Reduction 

Act and Regulatory Flexibility Act
VIII. Public Record

I. Introduction 

A. Statutory Fram ew ork
Under section 5(a) of TSCA, 15 U.S.C. 

section 2604(a), persons must notify EPA 
at least 90 days before manufacturing or 
importing a new chemical substance for 
commercial purposes. A new chemical 
substance, as defined in section 3(2) of 
the Act, is any chemical substance that 
is not included on the list, or 
“Inventory,” of existing chemical 
substances, compiled by EPA under 
TSCA section 8(b). EPA first published 
the TSCA Chemical Substance 
Inventory on June 1,1979, and amended 
it in July 1980 and May 1982, with 
Cumulative Supplements. The Inventory 
is also regularly updated by the addition 
of new chemical substances which have 
undergone section 5 review and have 
entered commercial production.

Section 5(d)(1) of the Act specifies 
information that submitters must 
provide in section 5(a) notices: (1) test 
data in their possession or control; (2) 
descriptions of health and 
environmental effects data that they 
know or can reasonably ascertain; and
(3) known or reasonably ascertainable 
information on chemical identity; 
proposed categories of use; proposed 
volume of production; byproducts - 
resulting from manufacture, processing, 
use, or disposal; workplace exposure; 
and manner or method of disposal. 
Section 5(b) of the Act imposes 
additional data requirements for 
chemical substances subject to testing 
rules under section 4 and for chemicals 
that EPA, by rule under section 5(b)(4), 
has determined may present 
unreasonable risks of injury to health or 
the environment.

Once EPA receives a section 5 notice, 
EPA has 90 days to review it, unless for 
good cause EPA extends the review 
period under section 5(c) for up to an 
additional 90 days. During the review 
period, EPA rtiay act under section 5(e) 
or 5(f) to regulate the production or use 
of the new chemical substance. Section 
5(e) authorizes EPA to prohibit or limit 
the manufacture (including import), 
processing, distribution in commerce, 
use, or disposal of a new chemical
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substance until information sufficient to 
evaluate its health and environmental 
effects is provided. EPA can take this 
action if it determines that the available 
information is insufficient for a reasoned 
evaluation and either (1) the substance 
may present an unreasonable risk of 
injury to health or the environment, or
(2) the substance will be produced in 
substantial quantities and there may be 
significant or substantial human 
exposure to the substance or substantial 
release to the environment. Under 
section 5(f), EPA may regulate a new 
chemical substance if it finds that there 
is a reasonable basis to conclude that 
the manufacture, processing, 
distribution in commerce, use, or 
disposal of the substance will present an 
unreasonable risk of injury to health or 
the environment.

If EPA has not prohibited manufacture 
or import of the chemical substance 
during the review period, these activities 
may begin as soon as the review period 
expires, subject to restrictions or testing 
requirements imposed during the review 
period. When manufacture or import 
begins and the notice submitter provides 
a notice of commencement, EPA adds 
the substance to the inventory. 
Thereafter, any person may manufacture 
or import the substance without 
submitting a section 5 notice to EPA 
(unless EPA has issued a significant new 
use rule on the chemical under section 
5(a)(2)).

Certain chemicals are exempt from 
the section 5 notice requirements. They 
include categories of substances 
excluded from the TSCA definition of 
chemical substance: tobacco and 
tobacco products; nuclear materials; 
firearms and ammunition; and 
substances used solely as pesticides, , 
foods, food additives, drugs, or 
cosmetics. In addition, section 5(h) 
authorizes exemptions from section 5 
notice requirements for new chemical 
substances produced for test marketing 
or research and development, and for 
substances which exist temporarily as a 
result of a chemical reaction in the 
manufacture or processing of another 
chemical substance to which there is no 
human or environmental exposure. Also, 
under section 5(h)(4) EPA may, upon 
application and by rule, exempt the 
manufacturer or importer of any new 
chemical substance from all or part of 
the section 5 requirements if the Agency 
determines that the manufacture, 
processing, distribution in commerce, 
use, and disposal of the substance will 
not present an unreasonable risk of 
injury to health or the environment.

Section 5(d)(2) of the Act requires 
EPA to publish certain information on

section 5 notices in the Federal Register, 
including at the least: (1) information on 
the identity and uses of the new 
substance, (2) a description of test data 
submitted under section 5(b), and (3) the 
results of the tests. In addition, at the 
beginning of every month, EPA must 
publish a list of: (1) new chemical 
substances undergoing section 5 review 
and (2) new chemical substances for 
which the notice review periods have 
expired since the previous monthly 
Federal Register notice.

Under section 14 of the Act, EPA is 
prohibited from disclosing confidential 
business information submitted under 
TSCA, including section 5, except in 
certain circumstances. Specifically, EPA 
may disclose confidential business 
information if it determines that 
disclosure is necessary to protect human 
health or the environment against an 
unreasonable risk of injury to health or 
the environment, and, to the extent 
necessary, if the information is relevant 
in any proceeding under the Act. Also, 
EPA is not prohibited from disclosing 
health and safety studies (including 
underlying data) on chemical substances 
for which a section 5 notice was 
received. However, the Act does not 
authorize EPA to reveal any such data 
that would disclose confidential 
processes or portions of a mixture.

B. Background
Section 5 notice requirements went 

into effect on July 1,1979, 30 days after 
the publication of the Initial Inventory. 
On that date, persons who intended to 
manufacture new chemical substances, 
or import them in bulk, became subject 
to section 5 notice requirements. On July 
30,1980, EPA published a Cumulative 
Supplement to the Initial Inventory, 
which included chemical substances 
reported by processors and users and 
substances imported as part of mixtures 
or articles. This supplement, together 
with the Initial Inventory, make up the 
Revised Inventory. Thirty days after 
publication of the Revised Inventory, on 
August 30,1980, section 5 notice 
requirements went into effect for 
persons who imported new chemical 
substances as part of a mixture. Under 
the Interim Policy and this final section 
5 notice rule, importers of new chemical 
substances as part of an article are not 
subject to the section 5 notification 
requirements.

Since section 5 notice requirements 
went into effect, EPA has operated the 
notice review program under an Interim 
Policy. In the preamble to the January
10,1979, proposed section 5 natice rule, 
EPA announced its Interim Policy for 
handling notices submitted before the 
publication of the Inventory. EPA

modified this policy in an Interim Policy 
Statement published in the Federal 
Register of May 15,1979 (44 FR 28564). 
This statement extended the Interim 
Policy’s coverage to all notices filed 
before the effective date of the final 
section 5 rule add notice form.

EPA issued a Revised Interim Policy 
Statement in the Federal Register of 
November 7,1980 (45 FR 74378). This 
statement clarified the May 15 statement 
and discussed in more detail the type of 
information EPA expected to receive in 
notices, EPA’s interim procedures for 
handling confidential information, and 
procedures for submitting and reviewing 
test-marketing exemption applications. 
The operation of the review program 
under the Interim Policy is discussed 
later in this preamble.

EPA proposed a rule to implement 
section 5 notice requirements in the 
Federal Register of January 10,1979 (44 
FR 2242). This proposal included a 
description of the applicability of 
section 5 requirements, the general 
procedures for submitting notices, 
information requirements in the notices, 
and EPA’s procedures for processing 
information in notices, including 
confidential business information. EPA 
also proposed notice forms for 
manufacturers, importers, foreign 
manufacturers and suppliers, and 
processors and customers.

In response to public comment on the 
January 10 proposal, EPA reproposed 
certain parts of the rule and forms in the 
Federal Register of October 16,1979 (44 
FR 59764). In particular, the reproposal 
shortened the notice form, reducing the 
information required; it revised 
procedures for asserting and 
substantiating claims of confidentiality; 
and it revised the proposed 
supplemental reporting requirement 
under section 8(a) of TSCA. In addition, 
EPA proposed in the Federal Register of 
August 15,1980 (45 FR 54642) that 
persons notify EPA before they 
processed for TSCA commercial 
purposes substances that were 
manufactured or imported for purposes 
exempt from TSCA reporting. In the 
Federal Register of September 23,1980, 
EPA proposed a clarification of 
reporting responsibilities of importers in 
the January proposal (45 FR 63806). 
Finally, EPA issued a statement in the 
Federal Register of July 2,1982 (47 FR 
28969) stating that, under the Interim 
Policy, submitters were no longer 
required to substantiate confidentiality 
claims at file time a notice is submitted.

With this notice, EPA is now 
promulgating final section 5 notice 
requirements and review procedures. 
This rule modifies the earlier proposals
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in light of EPA’s experience under the 
Interim Policy and public comments on 
the rule. The rule will become effective 
30 days after publication of this notice. 
Until then, EPA will continue to operate 
the notice review program under die 
Interim and Revised Interim Policy 
Statements.

II. General Approach to Notice Review
In conducting its review of a new 

chemical substance, EPA assesses the 
risks associated with all phases of the 
life cycle of the substance, including its 
manufacture, import, processing, 
distribution in commerce, use, and 
disposal. The review is based on 
information provided by the submitter in 
the notice and on information EPA may 
obtain elsewhere, for example, in the 
literature searches on new substances 
and their structural analogues that EPA 
conducts as part of its new chemical 
review. However, it is ultimately the 
notice submitter’s responsibility to 
provide enough information for an 
adequate risk assessment.

In conducting its review, EPA 
considers a number of different factors, 
including the potential toxicity of the 
substance which is determined from test 
data submitted in the notice or obtained 
elsewhere, data on structural analogues, 
and structure-activity analyses. EPA 
also reviews the potential for humans 
and the environment to be exposed to 
the substance during uses proposed by 
the notice submitter. Also, because EPA 
must assess the “reasonableness” of any 
risk, it considers such nonrisk factors as 
the possible economic benefits of the 
substance and the availability of 
substitutes—or whether a substance is 
intended as a substitute for a more toxic 
substance.

Because the Act explicitly requires 
EPA to assess risks associated with the 
entire life cycle of new chemicals, EPA 
evaluates both the new chemical 
substance and related substances, such 
as impurities, byproducts, degradation 
products, unintended reaction products, 
and other chemical substances 
associated with the manufacture, 
processing, distribution in commerce, 
use, or disposal of the new chemical 
substance, even if these related 
substances are on the Inventory.

On the basis of its assessment, EPA 
may take action during the review 
period under section 5(e) to regulate the 
substance while EPA obtains more data, 
or under section 5(f) to regulate 
manufacturing, processing, distribution 
in commerce, use, or disposal, if EPA 
determines that the substance will 
present an unreasonable risk. EPA may 
also issue a follow-up reporting 
requirement under section 5(a)(2) or 8(a)

or regulate the chemical under section 
5(b)(4) (risk list). EPA, however, can 
regulate a substance only if it takes 
positive action, either by order or by 
rule. Without such action during the 
review period, a substance can enter 
commercial production unregulated 
under TSCA. As a result, section 5 of the 
Act does not establish a registration 
program, and EPA has not in any sense 
“approved” substances that have 
passed through review without 
regulation.

From commencement of the notice 
review program on July 1,1979, to March
31,1983, EPA received 2,201 valid 
premanufacture notices. Of the total 
number, the review period had expired 
on 1,878 and 777 had entered 
commercial production. In addition, EPA 
reviewed 196 test-marketing exemption 
applications under section 5(h)(1) of the 
Act and granted 173 such exemptions. 
During this period, EPA issued seven 
section 5(e) orders regulating the 
production of 18 new chemical 
substances pending the development of 
additional data, and entered into 
voluntary control agreements with the 
submitters of 49 notices. In addition, 
submitters withdrew nine section 5 
notices in the face of likely regulation.

Under the Interim Policy, EPA has 
gained experience in reviewing notices, 
which it has used in developing the final 
section 5 notice rule, and it has 
established review procedures that will 
continue when this rule is effective. The 
following sections outline our general 
review procedures for notices on new 
chemicals.

A. Notice Review Process
The notice review process established 

by EPA has six major phases: prenotice 
communication, process start-up, initial 
review, detailed review, regulatory 
response, and process closeout. All new 
chemicals are not subject to each phase.

1. Prenotice Communication. The EPA 
Office of Toxic Substances, which is 
responsible for the section 5 notice 
review program, employs a Prenotice 
Communications Coordinator to assist 
persons preparing a notice or 
considering the submission of a notice. 
The Prenotice Communications 
Coordinator provides guidance on a 
wide variety of topics, and refers 
persons to die appropriate EPA staff 
members for guidance on other 
questions. Topics for prenotice inquiries 
include die scope of TSCA and this rule, 
the contents of the TSCA Chemical 
Substance Inventory, the notice form, 
section 5 exemptions, premanufacture 
testing, confidentiality and generic name 
development, and notice review 
procedures.

The Prenotice Communications 
Coordinator can be reached by 
telephone at 202-382-3745 or by writing 
to the Prenotice Communications 
Coordinator, Chemical Control Division 
(TS-794), Environmental Protection 
Agency, 401M Street, SW ., Washington, 
D.C. 20460.

2. Process Start-up. Process start-up 
begins when EPA receives a notice. The 
OTS Document Control Officer assigns a 
premanufacture notice number to the 
notice and acknowledges the receipt of 
the notice to the submitter. The 
acknowledgment includes the date when 
the OTS Document Control Office 
received the notice. The 90-day review 
period begins on the date of receipt.

During process start-up, OTS staff 
review the notice to determine whether 
the substance and proposed uses are 
subject to section 5 notice requirements 
and whether all required information 
has been submitted. In addition, the 
Chemical Substance Inventory is 
searched to ensure that a section 5 
notice is required, and the Federal 
Register notice required under section 
5(d)(2) is prepared. This notice includes 
the identity of the new chemical 
substance: the premanufacture notice 
number; the name of the subnutter; 
information on production, exposure, 
and use; and test results. Information 
claimed as confidential is omitted from 
the notice or masked by generic 
descriptions. At the same time, the OTS 
Reading Room establishes a public file 
containing a nonconfidential version of 
the notice.

A Notice Manager is assigned to each 
notice. The Notice Manager coordinates 
the review and serves as the EPA 
contact on all matters concerning the 
notice. Persons wishing to contact the 
managers of particular notices can 
obtain their names and telephone 
numbers from the Prenotice 
Communications Coordinator,

3. Initial Review. During the initial 
review period, EPA identifies chemical 
substances which require more detailed 
review and which are candidates for 
possible regulatory action. During this 
phase, EPA conducts a preliminary 
analysis of the chemical identity, 
physical and chemical properties, 
proposed uses, potential toxicity, 
environmental effects, human exposure, 
environmental release, and economic 
benefits. EPA uses the information 
contained in the notice, in certain cases 
searches the scientific literature for data 
on the substance and related 
substances, and, when necessary, seeks 
additional information from the 
submitter. Initial review ends when the 
staff reviews available risk data and
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nonrisk information and decides 
whether more detailed review is 
necessary, possibly in support of an 
action under section 5(e) or 5(f), or 
under other sections of die Act.

4. Detailed Review. During detailed 
review, the Agency assesses the 
concerns it identified during initial 
review. EPA also examines the benefits 
to society of the new chemical 
substance and the availability of 
substitutes. After assessing the risks and 
certain nonrisk information, EPA 
analyzes possible regulatory or other 
control measures. If necessary, EPA 
extends the notice review period under 
section 5(c).

5. Regulatory Response. After 
completion of its detailed review, EPA 
may decide to regulate the substance 
during the review period. It may issue 
an order under section 5(e) if EPA finds 
that the substance may present an 
unreasonable risk of injury to health or 
the environment, or that it may be 
produced in substantial quantities, 
pending the development of additional 
data. EPA may control the substance 
under section 5(f) if it finds that the 
substance will present an unreasonable 
risk. EPA may also identify the 
substance as a candidate for regulation 
under section 5(a)(2), 5(b)(4), or 8.

6. Process Closeout and Entry on the 
Inventory. If EPA does not take action to 
regulate a substance during the review 
period, the submitter may manufacture 
or import the new chemical substance 
without restriction, as soon as the notice 
review period expires. The submitter 
must notify EPA by letter when 
manufacture or import begins. This 
letter must be sent to the Document 
Control Officer (TS-793), Office of 
Pesticides and Toxic Substances, 401M 
Street, SW., Washington, D.C. 20460.
This notice of commencement must 
contain: the specific identity of the 
chemical substance, its premanufacture 
notice number, and the date when 
manufacture or import begins. When 
EPA receives this letter, the substance is 
added to the Inventory.
B. Test-Marketing Exemption 
Applications

Under section 5(h)(1) of the Act, 
persons may apply for an exemption 
from section 5(a) or 5(b) reporting 
requirements to manufacture or import a 
new chemical substance for test- 
marketing purposes. EPA may grant an 
exemption if the applicant shows to 
EPA’s satisfaction that the test­
marketing activities will not present any 
unreasonable risk of injury to health or 
the environment. Therefore, EPA must 
make an affirmative finding that the test 
marketing will not present any

unreasonable risk, and manufacture or 
import cannot begin until EPA grants the 
exemption. This standard differs from 
the findiqg EPA must make to take 
regulatory action on a new chemical 
under section 5(e); to act under section 
5(e), EPA must conclude only that there 
may be an unreasonable risk. Under 
section 5(h)(6), EPA has only 45 days to 
approve or deny an exemption 
application. This limits the extent to 
which EPA can gather information 
beyond that contained in the test­
marketing application.

To ensure an adequate review, test­
marketing exemption applicants should 
include in their applications, at a 
minimum: (1) all existing data regarding 
health and environmental effects of the 
substance, including physical/chemical 
properties or, in the absence of such 
data, a discussion of toxicity based on 
structure-activity relationships and 
relevant data on chemical analogues; (2) 
the maximum amount to be 
manufactured or imported for test 
marketing; (3) the maximum number of 
persons who may be provided the 
substance during test maketing; (4) the 
maximum number of persons who may 
be exposed to the substance as a result 
of test marketing; (5) information on 
estimated duration and routes of 
exposure; and (6) a description of the 
test-marketing activity, including the 
length of time that will be required and 
how the activity may be distinguished 
from full-scale commercial production 
and from research and development. 
These items are set out in § 720.38(b) of 
the final rule.

C. Regulatory Actions
By March 31,1983, EPA had issued 

seven orders under section 5(e) to 
control a total of 18 new chemical 
substances. The first three orders would 
have prohibited production of the new 
substances pending the development of 
further information. However, in each of 
the three cases, the manufacturer or 
importer withdrew its notice from 
review, rather than allow the order to go 
into effect. EPA also issued four consent 
5(e) orders. These consent orders allow 
manufacture of the new chemical 
substance under specific restrictions 
pending the development of additional 
information. In addition, nine section 5 

.notices have been withdrawn by 
submitters in the face of likely 
regulation under section 5(e) or 5(f), but 
before orders were actually issued.

EPA has also reached voluntary 
agreements with a number of notice 
submitters rather than taking formal 
regulatory action. By March 31,1983, the 
submitters of 19 notices had agreed to 
conduct testing in response to EPA
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concerns. Measures to control exposure, 
including labeling, Material Safety Data 
Sheets, and worker protection devices, 
where agreed to by the submitters of 30 
notices, and the review periods for an 
additional 43 notices were suspended in 
response to EPA’s concerns, to allow the 
submitters time to develop additional 
information voluntarily.

III. Provisions of the Rule

This unit discusses the provisions of 
the rule and specifically points out 
where these provisions differ from the 
January 1979, October 1979, and August 
1980 proposals. In a separate document, 
Response to Comments on the 
Premanufacture Notice Requirements 
and Review Procedures, EPA discusses 
in more detail its response to comments 
on the earlier proposals. The Response 
to Comments is available in the OTS 
Public Reading Room.

A. Applicability

1. Who Must Report. Section 720.22 of 
the rule specifies who is subject to the 
section 5 notice requirements. These 
provisions closely follow those proposed 
in January 1979, which were based on 
the reporting requirements for the Initial 
Inventory. A detailed discussion of who 
must report follows.

a. US. manufacturers. Persons who 
intend to produce or manufacture a new 
chemical substance in the United States 
for a commercial purpose must submit a 
notice. Only manufacturers that are 
incorporated, licensed, or doing 
business in the United States may 
submit a notice. Persons who extract a 
new chemical substance from a 
previously existing substapce, or a 
complex combination of substances, are 
manufacturers of that new chemical 
substance.

EPA has revised the definition of 
“manufacturer” in the final rule to 
include certain persons who contract 
with a manufacturer to make a chemical 
substance (sometimes known as “toll 
manufacture”). Under the definition in 
the final rule, a person who contracts 
with a manufacturer is also a 
manufacturer if the substance is 
manufactured or produced exclusively 
for that person, and that person 
specifies the identity of the substance 
and controls the total amount produced 
and the basic technology for the plant 
process. In this situation, the person 
who contracts with the actual 
manufacturer must submit the notice. 
This provision does not apply to the 
person who simply orders a specific 
chemical or a chemical with certain 
properties from a manufacturer. Instead, 
this provision only applies to the
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situation where the person not only 
specifies the chemical identity, but 
spells out the basic process for making 
the chemical (althought the actual 
manufacturer may make adjustments in 
the specified process that are necessary 
to adapt the process to the 
manufacturer’s own equipment.)

The rule further restricts this 
provision to persons who have an 
exclusive relationship with the 
manufacturer (i.e., the manufacturer 
does not sell the chemical to anyone 
else). As a result, the person placing the 
order also determines the total amount 
to be manufactured. Therefore, if more 
than one person orders the new 
chemical, neither of them has specified 
the total amount to be manufactured 
and neither is responsible for submitting 
the notice; instead, the person who 
actually manufactures the chemical 
must submit the notice.

EPA has added this provision to deal 
with the situation in which one person 
decides to manufacture a specified 
amount of a certain chemical using a 
certain process, but contracts with a 
manufacturer to actually make the 
chemical. In this case, EPA believes the 
person contracting with the 
manufacturer is the most knowledgeable 
party and should be responsible for 
submitting the notice. EPA recognizes, 
however, that the actual manufacturer 
will often have extensive information 
that would be useful to EPA in its 
review of the new chemical. Therefore, 
EPA strongly encourages joint 
submissions (see § 720.40(e)) in this 
situation. Since both persons involved in 
the transaction are manufacturers, both 
are liable for the manufacture of the 
new chemical if a notice has not been 
submitted, or the review period has not 
expired.

EPA did not adopt the proposed'' 
requirement that manufacturers of new 
chemicals solely for export submit 
notices under section 5(a) of the Act. 
(“Manufacture solely for export” is 
defined in § 720.3(a) of the rule.) Instead, 
EPA will soon propose that 
manufacturers of chemicals solely for 
export submit notices to EPA under 
section 8(a) prior to manufacture. EPA 
eliminated the requirement that 
manufacturers of new chemical 
substances solely for export submit a 
section 5 notice in response to 
comments that questioned EPA's legal 
authority to require such reporting. 
These comments will be addressed more 
fully in the preamble to the proposed 
section 8(a) reporting rule for export- 
only chemicals.

The definition of “manufacture solely 
for export” places certain restrictions on 
domestic activity. The manufacturer of

an export-only chemical may process it 
only at sites under the control of the 
manufacturer. Distribution in commerce 
is limited to the activities necessary to 
export the chemical. Also, the 
manufacturer of an export-only chemical 
may not use the chemical for any 
purpose, except in small quantities 
solely for research and development.

b. Importers. Under § 720.22(b) of this 
rule, persons who intend to import a 
new chemical substance for a 
commercial purpose are subject to 
section 5 notice requirements. This 
includes chemicals imported in bulk or 
as part of a mixture. Because it would 
be enormously difficult for an importer 
to determine the identity and Inventory 
status of each chemical substance in 
imported articles (e.g., automobiles), the 
rule does not require persons to submit 
notices on new substances imported as 
part of articles. However, new 
chemicals imported in containers used 
for transportation or for other purposes 
are imported in bulk, not as part of an 
article, and are subject to the notice 
requirements.

EPA has eliminated the separate 
importer notice forms; importers must 
now complete the general notice form, s- 
In their notices, however, importers are 
required to provide information only on 
exposure which occurs within the 
United States.

In the January 1979 proposal and in 
§ 720.3(1) of this rule, EPA defines 
importer to include the person primarily 
liable, for the payment of duties, the 
consignee, the importer of record, the 
actual owner, and any transferee. This 
definition, which is adopted from the 
définition of the U.S. Customs Service of 
the Treasury Department, is consistent 
with other definitions of importer issued 
under the Act.

Several commenters on the January 
1979 proposal suggested that EPA’s 
definition of importer did not adequately 
indicate which party in an import 
transaction was responsible for 
submitting »section 5 notice. In 
response to these comments, EPA 
clarified importer reporting 
responsibilities under section 5 in the 
Federal Register of September 23,1980 
(45 FR 63806). This clarification has 
been incorporated into the final rule in 
| 720.3(z) and § 720.22(b).

Under § 720.22(b), the "principal 
importer” in any transaction leading to 
the import of a new chemical substance 
must submit a section 5 notice. The 
principal importer is the first importer 
who selects the new chemical substance 
and determines the total amount to be 
imported. The principal importer must 
know that the substance will be 
imported, and only a person

incorporated, licensed, or doing 
business in the United States may 
submit the notice. Occasionally, no one 
person may fit this definition exactly. In 
this case, the Prenotice Communications 
Coordinator should be contacted to 
determine the appropriate person to 
submit the notice. Otherwise, the 
incorrect party may submit the notice, 
and the notice review period will not 
begin to run until EPA determines who 
should have submitted the notice and 
that person actually submits it. Early 
consultation with the Prenotice 
Communication Coordinator will avoid 
this delay. If import of a new chemical 
substance occurs before the principal 
importer submits a notice and the 
review period expires, all importers 
involved in the transaction are liable.

The following paragraphs further 
explain the definition of principal 
imported.

i. Selecting the chem ical substance to 
be importer. The principal importer 
selects the new chemical substance for 
import. Selecting the substance to be 
imported includes selecting it by a trade 
name or generic name as well as by its 
specific chemical identity. Therefore, the 
principal importer need not know the 
specific chemical identity of the 
imported substance. If the specific 
chemical identity of the new chemical 
substance is known only to the foreign 
manufacturer or supplier, and the 
manufacturer or supplier does not wish 
to reveal the identity to the U.S. 
importer, it can report the identity 
directly to EPA. (See § 720.40(e) of the 
rule.) In this way, foreign companies can 
protect confidential business 
information. In any case, however, EPA 
must know the identity of the substance 
before the review period can begin.

Importers, like manufacturers, are 
responsible for determining whether 
their substances are on the Inventory 
and therefore whether they are new 
chemical substances subject to section 5 
notice requirements. A principal 
importer that does not know the identity 
of a chemical substance it intends to 
import may have its foreign 
manufacturer or supplier, or some other 
person, report the chemical identity to 
EPA using the bona fide procedures 
described in § 720.25 of the rule. The 
principal importer would provide the 
evidence of a bona fide intent to import 
the chemical. EPA will then search the 
Inventory for the substance. If a notice 
is required, EPA will inform the 
importer. As a result, confidential 
chemical identity will be protected, and 
importers need not file unnecessary 
notices.
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ii. Knowing that the substance w ill be  
imported. A principal importer must 
know that the new chemical substance 
will be imported into the United States, 
rather than manufactured domestically. 
If a person orders a new chemical 
substance directly from a foreign firm, 
EPA will consider that person to know 
that he or she is importing the 
substance. If a person orders a chemical 
from a U.S. firm and does not know and 
has no reason to know that the U.S. firm 
will fill the order by importing a new 
chemical, the person would not be 
subject to notification requirements or 
liable under section 15 for failure to 
submit a notice. In that case, the U.S. 
firm filling the order would be required 
to report.

iii. Specifying the total amount to b e  
imported. The principal importer 
specifies the total amount of the 
chemical substance to be imported. If 
orders are collected from several 
customers, the person who collects the 
orders is the person who specifies the 
total amount to be imported and is 
subject to the notice requirements of this 
rule. Individual customers of the 
principal importer do not specify the 
total amount, even though one might 
have a disproportionately large order.

iv. Incorporated, licensed, or doing 
business in the United States. A 
principal importer must be incorporated, 
licensed, or doing business under the 
laws of the United States.

c. Processors. In August 1980, EPA 
proposed that persons be required to 
submit a section 5 notice to EPA before 
they processed for TSCA commercial 
purposes substances previously exempt 
from reporting. Specifically, this applied 
to byproducts; tobacco and tobacco 
products; nuclear materials; substances 
used solely as pesticides, firearms, 
ammunition, foods, food additives, 
drugs, and cosmetics; substances 
manufactured before January 1,1975, 
and not processed and reported for the 
Inventory after that date; research and 
development (R and D) chemicals; and 
substances granted test-marketing 
exemptions.

EPA proposed processor notification 
requirements to close a gap in section 5 
rules. EPA recognized that not many 
chemicals would be subject to 
notification requirements under this 
portion of the rule; however, EPA saw a 
need to review the risks associated with 
the processing and use of previously 
exempt substances for TSCA purposes 
before these activities occurred.

Persons who commented on the 
proposal argued that the requirement 
was unnecessary for R and D and test- 
marketed substances. They argued that 
manufacturers of test-marketed

substances know how persons who buy 
the substances are using them because 
this information is necessary to make 
sure they are in compliance with the 
terms of the particular exemption. Also, 
manufacturers of R and D chemicals 
often know how their customers are 
using these chemicals. Therefore, EPA 
has eliminated the processor notification 
requirement for R and D and test- 
marketed substances. Of course, if a 
company that manufactures or imports a 
chemical for R and D or test-marketing 
purposes learns that its customer is 
using the chemical substance for 
nonexempt commercial purposes, 
manufacture or import of the chemical 
substance for sale to that customer for 
that purpose must cease until a section 5 
notice is submitted and the review 
period expires.

EPA now also believes processor 
notification is inappropriate for nuclear 
materials, tobacco, and tobacco 
products because these substances are 
exempt from TSCA, regardless of how 
they áre used. In addition, EPA believes 
that notification by processors of 
pesticides for nonexempt commercial 
uses is unnecessary because the uses of 
registered pesticides are regulated under 
the Federal Insecticide, Fungicide, and 
Rodenticide Act (FIFRA). Of course, if a 
person intends to manufacture a 
pesticide for nonpesticide uses, these 
uses would not be subject to FIFRA. 
However, in this case, the manufacturer 
would be required by the statute to 
notify EPA under section 5(a)(1)(A) if 
the substance were not on the Inventory.

EPA also believes that notification for 
the processing of food and food 
additives for nonexempt purposes is 
unnecessary. These substances will 
already have been approved for human 
ingestion by the Food and Drug 
Administration (FDA). FDA also has 
jurisdiction over cosmetics and devices, 
as defined by the Federal Food, Drug, 
and Cosmetic Act. Therefore, EPA 
believes that notification by processors 
of food, food additives, and cosmetics is 
unnecessary, especially since persons 
would still be required under section 
5(a)(1)(A) to notify EPA before they 
manufactured these substances for 
nonexempt uses.

Finally, EPA believes that processor 
notification requirements are 
unnecessary for the nonexempt 
processing of byproducts which have no 
separate commercial purpose. As is true 
of R and D and test-marketed 
substances, the manufacturer of a 
byproduct is expected to know of any 
nonexempt uses planned by its 
customer. In such cases, the byproduct 
would then be manufactured for a 
commercial purpose and the

manufacturer would be required to 
submit a notice. Notification 
requirements are also unnecessary for 
nonexempt processing of substances 
which have not been manufactured 
since January 1975, since such 
processing rarely occurs.

Based on public comments and its 
réévaluation of the proposal, EPA now 
believes that processor notice 
requirements are unnecessary. 
Therefore, EPA has not included these 
requirements in the final rule.

d. Agents and join t subm itters. Under 
§ 720.40(e) of the rule, persons required 
to submit a section 5(a) notice may 
designate an agent to submit the notice 
for them. Both the person originally 
subject to the notice requirements and 
the agent must sign the certification on 
the form. Therefore, both persons are 
responsible for false or misleading 
statements in the notice. Hie person 
originally subject to the notice 
requirements remains responsible for 
the submission to EPA of all required 
information known to or reasonably 
ascertainable by him or her and all test 
data in the person’s possession or 
control.

Persons may also submit joint section 
5(a) notices to EPA. For example, a 
principal importer may ask other parties 
in the U.S., such as customers, to 
complete certain sections of the form if 
they have relevant information. All 
persons submitting the notice must sign 
the certification on the form. They must 
also assert all confidentiality claims 
according to the procedures of this rule. 
However, the person responsible for the 
notice under section 5(a) is not absolved 
of statutory notice requirements by 
arranging a joint submission. This 
person is required to complete all 
mandatory sections of the form, to the 
extent that he or she knows or can 
reasonably ascertain the required 
information, even if another person also 
submits a certain section. If a joint 
notice is submitted, the notice review 
period will not begin until EPA has 
received all required parts of the notice. 
Therefore, the person subject to the 
notice requirements should indicate to 
EPA who else will be submitting parts of 
the notice and identify those parts. EPA 
will acknowledge receipt of the notice 
when it has received submissions from 
all of the joint submitters.

2. W hat chem ical substances must b e  
reported. Section 5(a)(1)(A) of the Act 
requires persons to notify EPA before 
manufacturing or importing any new 
chemical substance, except for 
substances exempt under section 5(h). 
New chemical substances are chemical 
substances not included in the TSCA
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Chemical Substance Inventory compiled 
and updated under section 8(b).

Under section 3(2) of TSCA and 
§ 720.3(e) of the rule, chemical 
substances are defined as any organic 
or inorganic substance of particular 
molecular identity, including any 
combination of such substances 
occurring in whole or in part as a result 
of a chemical reaction or occurring in 
nature, and any element or uncombined 
radical. However, the following 
substances are excluded from the TSCA 
definition of chemical substance: 
mixtures; tobacco and tobacco products; 
nuclear materials; firearms and 
ammunition; and substances used solely 
as pesticides, foods, food additives, 
drugs, and cosmetics.

Manufacturers and importers are 
responsible for determining whether a 
substance is a new chemical substance 
under TSCA and therefore whether they 
are subject to section 5 notice 
requirements. The published Inventory 
will enable persons to determine 
whether many specific chemical 
substances have been entered on the list 
and therefore are not new. However, in 
difficult cases, EPA will assist persons 
in ascertaining whether specific 
substances are on the Inventory.

If a chemical substance is listed on 
the public Inventory under a generic 
name to mask its confidential identity, 
persons will not be able to determine if 
a specific substance falling into that 
category is a new chemical substance. 
Therefore, under § 720.25(b) of the rule, 
EPA has established procedures for 
informing persons whether a substance 
they intend to manufacture or import is 
a substance on the confidential 
Inventory, or whether it is a new 
substance subject to the section 5 
notification requirements. Under these 
procedures, persons requesting this 
information from EPA first must 
demonstrate a bona fid e  intent to 
manufacture or import the substance by 
submitting the items listed in 
§ 720.25(b)(2). These items have not 
changed from the proposed rule, except 
that die person need not have a sample 
of the substance available. EPA has 
found that samples are unnecessary to 
establish a person’s intent to 
manufacture or import the chemical or 
to determine whether the chemical 
substance is on the Inventory. If an 
importer cannot provide certain 
requested items related to chemical 
identity because its foreign 
manufacturer or supplier claims them 
confidential, the importer can request 
the foreign manufacturer or supplier to 
send them directly to EPA.

EPA will respond to these inquiries 
within 30 days of receipt of a complete

request. If the Agency determines that a 
substance is not on the Inventory, it will 
notify the person submitting the bona 
fid e  inquiry that a section 5 notice must 
be submitted before the substance is 
manufactured or imported. If EPA 
determines that the substance is on the 
Inventory, it will inform the person that 
a notice is not required. At the same 
time, EPA will inform the person who 
originally submitted the confidential 
substance for the Inventory that another 
person has demonstrated a bona fid e  
intent to manufacture or import the 
substance and has been notified that the 
substance is on the confidential 
Inventory.

3. Exempt chem ical substances. 
Section 5(h) of the Act exempts, or 
authorizes EPA to exempt, certain 
chemical substances from section 5 
notice requirements. In § § 720.36 and 
720.38 of this rule, EPA clarifies several 
of these exemptions. The sections have 
not been substantively changed from the 
corresponding sections of the January 
1979 proposal. The most important of the 
exemptions are discussed below.

a. Sm all quantities so lely  fo r  research  
and developm ent. Chemical substances 
manufactured or imported only in small 
quantities solely for research and 
development (R and D) are exempted 
from section 5 notice requirements if the 
submitter complies with § 720.36 of this 
rule.

Like the Inventory reporting rules, this 
rule defines “smalbquantities solely for 
research and development” as 
quantities that are not greater than 
reasonably necessary for scientific 
experimentation, research, or analysis 
(including activities associated with 
product development). As the Inventory 
rule and support documents indicate, 
research and development activities 
include tests of physical, chemical, 
production and performance 
characteristics. The chemical must be 
used by, or directly under the 
supervision of, a technically qualified 
person. The manufacturer or importer 
must evaluate information on the 
chemical and inform all persons 
engaged in experimentation, research, or 
analysis on the new chemical substance 
of any risk to health.

The section 5 notice rule delates a 
note included in the Inventory 
definition. The note provided that, for 
purposes of the Inventory, any 
substance manufactured, imported, or 
processed in quantities of less than 1,000 
pounds a year would be presumed to be 
manufactured solely in small quantities 
for R and D, unless the submitter could 
certify that the substance was used for 
purposes unrelated to R and D.

This note was intended to provide 
guidance for manufacturers in 
evaluating low volume chemicals to 
determine whether they were eligible for 
the Inventory. If the note were included 
in the section 5 notice rule, however, it 
might be misconstrued to mean that 
section 5 notices are not required for 
any substance produced in quantities of 
less than 1,000 pounds a year, or that 
section 5 notices must be submitted for 
all substances produced in quantities 
greater than 1,000 pounds a year. This 
deletion does not change the R and D 
exemption of the Inventory reporting 
rule, but it eliminates a possible source 
of misunderstanding about how 
substances qualify for such exemptions. 
In the future, the Agency may clarify the 
R and D exemption by establishing a 
more precise definition of “small 
quantities” for specific substances or 
groups of substances.

The final rule makes clear the 
manufacturer’s responsibility under 
section 5(h)(3) to ensure that certain 
persons are notified of any risk to health 
that the manufacturer believes may be 
associated with R and D activities on a 
substance. This notification must go to 
all persons engaged in experimentation, 
research, or analysis on the substance, 
including manufacture, processing, use, 
transport, storage, or disposal of the 
substance for research and development 
purposes. The technically qualified 
individual supervising the R and D 
activities must ensure that the notice to 
these persons is adequate. The rule does 
not prescribe methods of notification. 
Rather, it identifies certain acceptable 
procedures, and leaves it to the 
individual manufacturers or importers to 
ensure that they adequately inform all 
the persons who must be notified.

Section § 720.36(d) states that, upon 
request, manufacturers and importers 
must make available to EPA any 
information evaluated by the 
manufacturer or importer in determining 
the need for notification. This provision 
differs from § 720.38(d) of the proposed 
rule which would have required the 
manufacturer or* importer to make this 
information available to any person 
exposed to the R and D substance, as 
well as EPA. EPA has dropped this 
requirement because it reduces the 
burden on manufacturers or importers . 
since making this information available 
to persons exposed to the R and D 
substance often would require 
preparation of nonconfidential 
summaries, and possible disclosure of 
sensitive information such as medical 
records. This change will not endanger 
the health of exposed persons since they 
will be notified of any risk by the
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manufacturer or importer. In addition,
EPA will have adcess to this 
information, so it can ensure that the 
notification of exposed persons is 
adequate.

The R and D provisions apply to all 
substances manufactured or imported 
after the effective date of the final rule, 
including substances manufactured or 
imported earlier under the R and D 
exemption. Therefore, persons that have 
been manufacturing or importing a 
chemical under a R and D exemption 
before the effective date of the final rule 
cannot continue to manufacture, import, 
process, distribute in commerce, use, or 
dispose of this chemical under the 
exemption until they have complied 
with all the requirements described in 

¡§720.36.
b. Test-marketing exem ptions. Section 

5(h)(1) of TSCA and § 720.38 of this rule 
authorizes EPA, upon application, to 
[grant exemptions from any requirements 
[of section 5(a) or 5(b) of the Act for test-
| marketing purposes. To grant such an 
exemption; the Agency must find that 
'the test marketing will not present any 
¡unreasonable risk of injury to health or 
the environment. Section 5(h)(6) and 
§ 720.38(d) provide that EPA must either 
approve or deny the application within  ̂
45 days of its receipt and must publish a 
notice of its decision in the Federal 
¡Register. If EPA grants an exemption, it 
may impose restrictions on the test- 
marketing activities. The manufacturer 
i or importer must submit a section 5 
notice for activities beyond those 
permitted under the exemption.

In Unit II.B. of this preamble, EPA 
provides guidance to persons submitting 
test-marketing exemption applications 
¡and describes the information these 
! applications should include.

c. Nonisolated interm ediates. Under 
§ 720.30(g)(8) of the rule, “any 
nonisolated intermediate” is not subject 
to the notice requirements.
Intermediates are defined in § 720.3(n) 
as substances that are consumed in 
whole or in part in chemical reactions 
used for the intentional manufacture of 
other substances or mixtures, or that are 
intentionally present for the purpose of 
altering the rate of such reactions.
Under § 720.3(w), a nonisolated 
intermediate is an intermediate that is 
not intentionally removed from the 
equipment in which it is manufactured.

This definition modifies the definition 
°f intermediate in the Inventory 
jreporting rule (40 CFR Part 710). Under 
the Inventory rule, substances that were 
¡not intentionally removed from the 
|e(iuipment in which they were 
[ manufactured were not considered 
intermediates and were not subject lo  
the reporting requirements of the

Inventory rule. In the section 5 notice 
rule, EPA has defined these substances 
as intermediates, but has exempted 
them from reporting requirements as 
“nonisolated intermediates.” The 
change in definition is only for the sake 
of clarity, and does not change the 
status of these substances.

EPA is exempting nonisolated 
intermediates for several reasons. First, 
such substances are often extremely 
difficult to identify; in developing the 
reporting rule for the TSCA Inventory, 
EPA received numerous comments on 
this point. Second, because exposure to 
such substances generally is limited, 
they generally pose little risk to human 
health and the environment. Third, in 
excluding nonisolated intermediates 
from the Inventory, the Inventory 
reporting rule stated that these and 
other excluded substances will not be 
subject to the section 5 notice 
requirements. (See § 710.4(d).)

d. Byproducts. This rule expands the 
definition of byproduct contained in the 
Inventory rule to include substances 
which are formed without a separate 
commerical purpose during the 
processing, use, and disposal of the new 
chemical. Section 5(d)(1)(A) of the Act 
authorizes EPA to require information 
on such substances. This expanded 
definition is consistent with the 
definition of “byproduct” proposed in 
January 1979. Under both the proposed 
rule and the final rule, substances which 
were not eligible for inclusion on the 
Inventory are not subject to the section 
5 notice requirements.
B. Inform ation Subm issions

1. Scope o f inform ation requirem ents. 
On January 10,1979, EPA proposed 
notice requirements which included a 
notice form requiring reporting of 
detailed information on production, 
processing, use, and exposure of a new 
chemical substance. The mandatory 
section of the form was designed to give 
EPA enough information to conduct a 
detailed review for possible regulatory 
action under section 5(e) or 5(f). The 
form included an optional section, 
asking for information on industrial 
hygiene, engineering safeguards, and 
certain nonrisk factors. Based on public 
comments on the January proposal and 
EPA’s early experience in reviewing 
notices, EPA reproposed a shortened 
form on October 16,1979. This proposed 
form was designed to require only 
information needed for an initial 
assessment of a new chemical 
substance. Under both proposals, if EPA 
determined that it needed more 
information from the submitter or other 
persons, it could ask those persons to 
submit it voluntarily, or it could require

the information through mandatory 
supplemental reporting under section 8 
(“letter-writing” authority) or action 
under section 5(e).

In revising the information 
requirements for the final rule, EPA has 
considered the comments received on 
the previous proposals and EPA’s 
information needs identified in its 
review of over 2,200 notices under the 
Interim Policy. The requirements are 
limited to (1) information clearly 
specified in the statute in sections 
8(a)(2) (A) through (G) except (E), and
(2) other information that is essential to 
the initial review of the potential health 
and environmental risks presented by a 
new substance and which reasonably 
falls within the intent of section 5(d)(1).

This rule further reduces the 
information requirements from those of 
the October 1979 proposal. Several 
commenters on the October 1979 
proposal stated that EPA failed to 
require information identified in the 
January 1979 proposal as necessary for 
review of the risks associated with new 
chemicals. EPA agrees that much of this 
information can be important in the 
review of a new chemical substance. 
However, the Agency does not believe it 
is reasonable to require all such 
information for every substance 
reviewed under section 5 since EPA has 
found that detailed information is 
necessary only after it identifies a 
specific risk concern. The information 
required on the final notice form is 
sufficient for EPA to identify substances 
of potential concern and to determine 
what additional information is needed 
in those cases for which more detailed 
review is necessary.

Under the Interim Policy, EPA has 
contacted submitters during the review 
period and requested that they supply 
additional information when this 
information was important for its 
review. Submitters have been generally 
cooperative in providing the 
information. In developing this rule, EPA 
has assumed that such cooperation will 
continue in the future. Failure to supply 
such information when it is important to 
the review may unnecessarily 
complicate the review, and may result in 
extension of the review period under 
section 5(c). If EPA does not receive the 
information it believes is necessary for 
review, it will take action under section 
5(e), when appropriate, to regulate the 
substance pending submission of the 
information.

Notice submitters must provide all 
information requested in the form to the 
extent that they know or can reasonably 
ascertain it. Submitters are also required 
to provide test data in their possession
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or control and descriptions of other data 
known to or reasonably ascertainable 
by them, if those data concern the 
environmental or health effects of the 
substance. These requirements are 
described in more detail in the following 
sections. In addition to required 
information, submitters may provide 
EPA with any other information they 
believe should be considered in its 
review of the substance. The notice is 
incomplete, and the review period will 
not begin, unless information in the 
notice form and attachments is in 
English, except that published scientific 
literature submitted with the notice need 
not be translated.

The Importer Form proposed in 
October 1979 has been incorporated into 
the general notice form resulting in a 
single form that will be used by all 
submitters reporting under section 
5(a)(1)(A). This change will simplify 
notification for submitters siftce they 
will have to become familiar with only 
one form and there will be no confusion 
as to which form should be submitted. 
EPA recognizes that some importers 
may not have the same amount of 
information available to them as 
domestic manufacturers. Importers, just 
as domestic manufacturers, need only 
submit information specified on the form 
to the extent that they know or can 
reasonably ascertain it. Importer 
notices, however, will be held to the 
same standard as domestic notices in 
determining whether the notice is 
complete or whether action under 
section 5(e) is necessary to obtain 
additional information.

The units below discuss the level of 
detail required in completing the form, 
and other general issues. ^

a. Known to or reasonably  
ascertainable by. Section 5(d)(1)(A) of 
the Act requires that notices contain 
certain information on chemical identity, 
use, and exposure insofar as it is 
“known to the person submitting the 
notice or insofar as reasonably 
ascertainable.” This rule defines known 
or reasonably ascertainâble information 
as “all information in a person’s 
possession or control, plus all 
information that a reasonable person 
similarly situated might be expected to 
possess, control, or know,” In response 
to commenters who believed that the 
phrase “or could obtain without 
unreasonable burden or cost” is unclear, 
EPA has dropped this phrase from the 
definition. This is not a substantive 
change, however, since such information 
is included in “information that a 
reasonable person . . . might be 
expected to possess, control or know.” 
Therefore under the new definition, just

as it is in the proposed definition, cost 
and burden are factors in determining 
whether information is known to or 
reasonably ascertainable by the 
submitter.

Many commenters on the January and 
October proposals expressed difficulty 
in determining what information EPA 
considers to be “reasonably 
ascertainable.” Specifically, they were 
uncertain about the effort that EPA 
expects them to make in obtaining 
certain types of information, and what 
would constitute an “unreasonable 
burden or cost.” In two parts below—” _ 
Information From Other Persons” and 
‘T est Data”—EPA discusses in more 
detail its interpretation of “reasonably 
ascertainable” in specific contexts.
Also, in Unit C.l.c. below, “Incomplete 
Submissions,” EPA briefly describes 
notices received under the Interim 
Policy that did not contain “reasonably 
ascertainable” information. However, 
EPA believes that it is not possible to 
define “know to or reasonably 
ascertainable” more explicitly.

Also, as discussed in the preamble to 
the October 1979 proposal, a detailed 
definition of “reasonably ascertainable” 
may result in inequitable treatment of 
notice submitters. What would be a 
reasonable effort for one company under 
certain circumstances might be 
extremely burdensome for the same 
company under different circumstances, 
or for ajnother company in the same 
situation. The meaning of this phrase 
will depend on the specific 
circumstances surrounding the 
development of the new chemical. The 
nature of the substance, the projected 
sales volume and profit, and the size of 
the company are factors in determining 
what information can reasonably be 
obtained. Therefore, EPA believes that 
“reasonably ascertainable” can be 
defined only on a case-by-case basis 
and that notice submitters must be 
responsible for deciding when and how 
to obtain required data, and when 
required information is not reasonably 
ascertainable. Certainly, in most * 
instances, data-gathering that is so 
costly as to preclude commercialization 
is not reasonable.

To minimize the burden on submitters, 
EPA has dropped the provision in the 
proposed rule that would have required 
submitters to provide a brief description 
of their procedures for identifying data 
that are known to or reasonably 
ascertainable by them. EPA believes 
this provision is unnecessary; EPA 
generally can judge from the notice itself 
whether it includes information that is 
known to or reasonably ascertainable 
by the .submitter. EPA will also check

this as part of its compliance 
inspections.

b. Inform ation from  other p e r so n s In 
many cases, persons other than the 
notice submitter may have information 
necessary or useful for EPA’s review. 
For example, processors and other 
customers may have information on 
exposure associated with use or release, 
and foreign manufacturers and suppliers 
may have information on chemical 
identity, impurities, and health and 
safety data. Some of this information 
must be submitted because it is 
considered to be in the submitter's 
possession or control, for example, 
information that the submitter’s parent 
company or subsidiary has if the related 
company was involved with R and D, 
test marketing, or commercial 
development of the new chemical. Other 
information may be reasonably 
ascertainable by the submitter, if not 
already known, and therefore also must 
be included in the notice.

EPA, however, has not adopted the 
requirement proposed in January 1979, 
that submitters contact customers and 
ask them to submit a Processing and 
Consumer Use Form. EPA also has 
eliminated the request in the October 
1979 form that submitters report the 
number of customers intending to use 
the new chemical substance in ways not 
known to the submitter and to report the 
percentage of production volume 
allocated to those customers during the 
first three years of production. The form 
does, however, ask submitters to 
estimate how much of the substance will 
be manufactured or imported for each 
known category of use.

EPA has eliminated mandatory 
customer contact because information 
from processors and other customers 
often is not necessary for substances 
that do not undergo detailed review. 
EPA has found that when this 
information is necessary. EPA reviewers 
can generally obtain it either informally 
from the submitter or from the published 
literature. Submitters, however, are still 
encouraged to obtain use and exposure 
data froin potential customers for 
inclusion in the notice. The more 
complete the information in a notice, the 
less likely it is that EPA will need to 
seek more information later, possibly 
requiring an extension of the review 
period under section 5(c), or regulatory 
action to obtain information under 
section 5(e).

The elimination of mandatory 
customer contact will reduce the burden 
on submitters and their customers 
without significantly reducing the 
effectiveness of EPA’s review. By 
requiring the submitter to estimate how
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much of a substance will be 
manufactured for known uses, EPA will 
be able to determine whether processing 
and use are likely to cause a problem, or 
whether more information is needed.
I In the final rule, EPA has also 
[eliminated the requirement that 
importers contact foreign manufacturers 
and suppliers, since much of the 
information they could provide (e.g„ 
exposure to workers and release to the 
environment outside the U.S.) is not 
subject to EPA’s review, and EPA 
generally does not have the authority to 
require foreign companies to report.
More importantly, EPA believes that 
under the notice requirements in the 
[final rule, the principal importer will 
contact its foreign manufacturer or 
supplier when necessary to obtain 
required information. For instance, if the 
principal importer does pot know the 
specific identity of the new substance, it 

: will contact the foreign manufacturer to 
obtain it; otherwise, the submission will 
be incomplete and EPA will not review 
it. Of course, the principal importer is 
encouraged to have its foreign 
manufacturer or supplier submit any 
other information useful for review to 
the importer or directly to EPA.

| c. Test data and other data. Section
1720.50 of the rule describes notice 
requirements for test data and other 
data related to the health and 
environmental effects of a new chemical 
substance. Under section 5(d)(1)(B) of 
the Act, submitters must report all test 
data related to health and 
environmental effects which is in their 
possession or control. Under section 
5(d)(1)(C), they must provide a 
description of “any other” health and 
environmental effects data which they 

| know of or can reasonably ascertain.
Health and environmental effects data 

on both the new chemical substance and 
related substances are necessary for an 
effective evaluation of risks that may be 
presented by a new substance.
Therefore, the requirements to submit 

[ data apply to both the new chemical 
[ substance and related chemicals.

Related chemicals include impurities, 
byproducts, degradation products, 
unintended reaction products, and other 

[ chemical substances related to the 
! manufacture, processing, distribution in 

commerce, use, or disposal of the new 
| substance.

To eliminate unnecessary reporting,
§ 720.50(c) imposes lesser requirements 

| for data on related chemicals than are 
imposed for data on the new substance 
itself. Unlike the October 1979 proposed 
rule, the final rule does not limit the 
reduced requirements to related 
chemicals on the Inventory. Instead, 
mey apply to all related chemicals,

regardless of their Inventory status. The 
submitter is not required to provide 
published data on these substances 
because EPA can obtain the data 
elsewhere, regardless of whether or not 
they are on the Inventory. Therefore, 
submitters need only describe 
unpublished data on related chemicals.

i. Definition o f  test data. Section 
720.3(gg) defines “test data.” Tests, in 
EPA’s definition, include both formal 
and informal tests and experiments. 
However, EPA no longer includes 
recorded observations, monitoring, or 
measurements as “tests”; instead, these 
would be “test data” if they were 
obtained in the course of a test or 
experiment. EPA believes this change 
more closely reflects the general 
understanding of these terms. Test data 
also include objectives, experimental 
methods and materials, protocols, 
results, and data analyses of tests and 
experiments, as well as raw data and 
other information relevant tt> the 
development and analysis of the data.

In the January 1979 proposal, the 
definition of “test data” included risk 
assessments. The final rule eliminates 
this provision, since EPA no longer 
believes that an analysis of the risk 
presented by the combined effects of 
hazard and exposure is described by the 
word "test.” EPA has also eliminated 
the word “study” from the final 
definition of “test data” for the same 
reasons. Risk assessments are more 
appropriately included within the term 
"health and safety study,” which is 
defined in § 720.3(k). EPA has added 
risk assessments to the examples of 
health and safety studies listed in 
§ 720.3fk)(2).

In addition to reflecting more 
adequately the use of the term “test 
data” in the Act, the new definition will 
reduce the burden on submitters. Since 
risk assessments are now “other data” 
under the final rule, not "test data,” 
submitters need only describe risk 
assessments which are known or 
reasonably ascertainable. Under the 
proposal, submitters were required to 
provide copies of all risk assessments 
which were in their possession or 
control.

The new definition of “test data,” and 
the reduced reporting requirements 
which result, will not significantly affect 
EPA’s ability to review the risk 
presented by new substances. If a risk 
assessment described by the submitter 
is needed for review, EPA will ask the 
submitter to provide it voluntarily. If the 
submitter does not provide it, EPA may 
extend the review period or take action 
to obtain it under section 5(e) of the Act.

ii. N otice requirem ents fo r  test data. 
Section 720.50(a)(2) of the rule requires

submitters to provide full reports on test 
data in their possession or control that 
are relevant to the health and 
environmental effects of the 
manufacture, processing, distribution in 
commerce, use, or disposal of the new 
chemical substance. These include data 
on the new chemical substance in pure 
form, technical grade, and formulated 
form. The rule requires a full report to be 
submitted for data on health effects, 
ecological effects, environmental fate 
characteristics, monitoring data, and 
physical and chemical properties related 
to health and environmental effects.

A full report must include 
experimental methods and materials, 
results, discussion and data analyses, 
conclusions, references, and the name 
and address of the laboratory that 
developed the data. EPA has dropped 
the requirement that the submitter 
provide data in a specified "full report 
format”; any format is acceptable if it 
includes the items listed. If the test data 
have been published in the open 
scientific literature, § 720.50(a)(3)(ii) 
authorizes submitters to provide only a 
standard literature citation. This 
provision reduces the requirements of 
the January 1979 proposal, which 
allowed submitters to cite articles 
containing test data only if the 
periodical in which the articles 
appeared was listed in Appendix I of the 
proposed form. Any other test data in 
the submitter’s possession or control 
may be submitted in summary form. 
However, the submitter must provide a 
full report upon request by EPA.

Sections 720.50 (a)(4)(i) and (b)(4) of 
the rule exempt incomplete reports (e.g., 
from ongoing studies) from the full 
report requirements. However, 
submitters must describe the nature and 
objective of any incomplete study, 
report, or test; name and address of the 
laboratory developing the data; progress 
to date; types of data collected; 
significant preliminary results; and 
anticipated completion date. In addition, 
if the study or report yields significant 
preliminary or final results before the 
end of the notice review period, and if 
the results were not submitted with the 
notice, the submitter must provide the 
relevant study, report, or test results to 
the OTS Document Control Officer 
within 10 days of receipt; but in no event 
later than 5 days before the end of the 
notice review period. If the information 
becomes available during the last 5 days 
of the review period, the submitter must 
immediately inform its EPA contact for 
that notice by telephone. (See “New 
Information” below.)

iii. Possession or control. In the final 
rule, EPA has retained the definition of
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“possession or control” proposed on 
January 10,1979. Several commenters on 
the January proposal suggested that this 
definition would impose an undue * 
burden on notice submitters, while 
others believed that EPA’s definition did 
not go far enough. EPA, however, 
believes that its proposed definition is 
appropriate. Under this definition, the 
Agency is likely to obtain all relevant 
data without imposing an unreasonable 
burden. In particular, by limiting the 
definition to affiliated companies 
associated with the development of the 
new chemical substance, EPA has 
focused the information requirement on 
the companies most likely to have 
relevant data and to profit from the new 
substance. Comments on “possession or 
control” are addressed more specifically 
in EPA’s Response to Comments, which 
is available in the Public Reading Room.

iv. Other data known to or reasonably 
ascertainable by the submitter. Section 
5(d)(1)(C) requires submitters to —  
describe “any other data,” including 
data from health and safety studies, on 
health and environmental effects that 
they know or can reasonably ascertain. 
In § 720.50(b) of the rule, EPA interprets 
“any other data” to be (1) test data not 
in the submitter’s possession or control 
but known to or reasonably 
ascertainable by the submitter, and (2) 
any data, other than test data, that the 
submitter possesses, controls, knows, or 
can reasonably ascertain. For example, 
if the submitter knows of toxicity or 
environmental fate data in the 
possession or control of another person, 
the submitter is required under section 
5(d)(1)(C) and § 720.50(b) to describe 
those data to EPA. If the data have been 
published in the open literature, the 
submitter need only provide a standard 
citation. If the data have not been 
published, or the study is incomplete, 
the submitter need only describe the 
data and provide a summary of the 
results (if available), or provide the 
names and addresses of persons who 
have the data.

The final rule requires less 
information to describe data from 
incomplete studies than was required by 
the January 1979 proposal. EPA 
recognizes that information such as a 
study’s nature and purpose, progress to 
date, and significantly preliminary 
results on another persons’s ongoing 
study will seldom be available to the 
submitter. Also, as a result of the 
revised definition of “test data,” 
discussed in Unit B.l.c.i. above, risk 
assessments are “other data” under the 
final rule, and must be described to EPA 
as required by § 720.50(b).

Section 720.50(b)(l)(ii) clarifies EPA’s 
interpretation of “known to or 
reasonably ascertainable” as it applies 
to data submitted under section 
5(b)(1)(C). In this context, known to or 
reasonably ascertainable includes data 
known to employees or other agents 
associated with research and 
development, test marketing, or 
commercial marketing of a new 
chemical substance. These data include 
data learned by employees as a result of 
discussions, symposia, and scientific 
articles.

v. Data that need  not be submitted. 
Efficacy data and monitoring data on 
exposure of human or ecological 
populations outside the United States 
need not be submitted. In addition, 
persons are not required to resubmit any 
data previously submitted to EPA, as 
long as they were not claimed 
confidential. Submitters should identify 
the data previously submitted, the date 
it was submitted, and the EPA office 
which received it. However, it is 
sometimes difficult or time-consuming 
for the Office of Toxic Substances to 
obtain such information from other EPA 
offices in time to complete its review. 
Therefore, EPA encourages submitters 
to include all relevant information with 
the notice.

Relevant data previously submitted to 
another Federal agency must be 
included with the section 5 notice. This 
represents a change from the proposed 
rules which would not have required 
notices to include information already 
submitted to other agencies. EPA made 
this change because experience under 
the Interim Policy indicates that it is 
difficult to obtain information from other 
agencies in time to analyze and use it 
during the 90-day review period. EPA 
does not believe this change will be 
burdensome to submitters, since 
relatively few data described or 
submitted as part of section 5 notices 
have been previously submitted to other 
Federal agencies.

d. New information or data. During 
the notice review period, submitters 
may obtain additional information that 
may be relevant to EPA’s review.
Section 720.40(f) of the rule requires 
submitters to provide EPA with this 
information if it materially adds to, 
changes, or makes significantly more 
complete the information contained in 
the original notice. Examples of 
information that must be submitted 
under this provision include: preliminary 
or final results of health and 
environmental effects tests not 
previously known to the submitter, or 
not complete at the time of notice 
submission; new uses not described in

the notice; significant increases in 
estimated production volume; new 
information significantly adding to 
information on chemical identity (e.g., 
significant changes in impurity levels, 
new information characterizing complex 
reaction products or polymers); and 
similar information.

The proposed rule would have 
required this information to be 
submitted to EPA "immediately.” 
Commenters asked for more specific 
guidance on how long they would have 
to submit new information. The final 
rule now specifies that the information 
must be submitted within 10 days of 
receipt, but no later then 5 days before 
the end of the review period. If the 
information becomes available during 
the last 5 days of the review period, the 
submitter must telephone its EPA 
contact for the notice “immediately.” 
EPA interprets this to mean as soon as 
possible, generally within 24 hours.

2. Section-by-Section Review o f the 
Notice Form. The following paragraphs 
describe the major differences between 
the form proposed on October 16,1979, 
and the final form issued with this rule.

a. Submitter identification. This 
section remains generally the same as in 
the October form. However, submitters 
are now asked to provide prenotice 
communication, bona fide request, and 
test-marketing exemption numbers to 
help coordinate the Agency’s review. 
The parent company no longer must be 
identifed because the Agency believes 
that it can be obtain this information 
from the submitter during the review 
period in the few instances it is needed.

The form also eliminates the 
requirement that submitters state the 
intended date of commencement of 
manufacture or import and submit 
evidence of intent to manufacture if the 
intended date is more than 3 years after 
the date of the notice. EPA agrees with 
commenters that the submitter’s 
certification on the form is sufficient 
evidence of intent to manufacture or 
import. However, EPA generally 
encourages manufacturers and 
importers to submit notices as close as 
is feasible to 180 days before 
manufacture or import is expected to 
begin, since early notices are more 
likely to have more complete 
information.

b. Chemical identity. For the most 
p^rt, the requirements for information 
on the new substance’s identity remain 
the same as in the October 1979 
proposal. However, manufacturers and 
importers of new polymers must provide 
slightly different information than that 
specified in October. Instead of 
providing the range of composition of
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each monomer in the polymer, 
manufacturer» need only estimate the 
typical cenapoeition of toe monomers 
and other reactants, e.g., catalysts and 
initiators. This informatkBi is necessary 
to evaluate fully the composition of the 
polymer. Submitters also must provide a 
representative structural diagram; The 
Agency has found that the majority of 
submitters have been able to develop 
such diagrams. T® define further the 
composition of the new polymer, 
submitters must, provide an estimate of 
the percent of the polymer composition 
below 5QQ) and 1.JO0Ô mokcusLar weight 
and describe- how the; estimates, were 
made. The Agency believes that such 
information is essential to characterize 
fully the unique identity of the new 
polymer and its associated risks.

The rule requires that manufacturers 
provide a t least one generic name tor 
the substance, when chemical identity 
has been claimed confidential. EPA 
agrees with commenter» that the 
requirement t® provide three names, 
contained in the October proposal, is 
unnecessary, since the three names 
generally mask the identity ®f the 
substance to a similar degree. EPA 
encourages submitters to consult with 
EPA to develop a useful generic name 
before submitting the notice. If EPA 
determines that the generic name 
provided with the notice is inadequate, 
submitters will be required to develop a 
new name when the identify is added to 
the Inventory upon commencement of 
manufacture.

hr general, the specific-, chemical 
identity of a  substance is a critical 
element of the notice. If a  submission 
does not adequately provide this 
information, EPA will determine that if 
is incomplete. If the submitter does not 
know the identity of a new chemisa! 
substance—for example« because it 
imports the substance under a 
trademark ot makes it from unknown 
reactants—the submitter- may authorize 
another person to report the specific 
identity or information that allows EPA 
to determine the identity. The 
submission, however, will he considered 
incomplete and the review period will 
not begin until EPA receives this; 
information. For a discussion of 
incomplete submissions, see Unit
III.C.1 .̂ below-.,

c. Pradactkm am i m e  information.
This rule requires reasonable estimates 
of the maximum, production volume 
during the first year of production and 
the maximum 12-month production 
vohme during; the first 2 years of 
production. EPA believes that these 
Projection» provide sufficient 
information to perform its exposure

assessment and economic, analysis. The 
proposed rule would have required 
submitters to report both maximum and 
minimum projections, for each, of the first 
3 years of manufacture. Since EPA’s 
review of notices, under the Interim 
.Policy has typically focused on the Erst 
year production volume and anticipated 
maximum volume, more detailed 
requirements are not ju&tifse d„

The final rule requires information on 
the intended: categories of use: of the 
new substance in a  level of detail 
similar to that contained in the January 
proposal.. However, it does not require 
that the submitter consult the standard 
use classification system developed! by 
EPA for providing its use description. 
EPA believes that the general concepts 
of “function” and “apphcatkm” provide 
an appropriate method of categorizing 
uses. A description of use in terms of the 
substance’s  chemical function and the 
general application of that function will 
provide EPA with sufficient information 
to identify the populations exposed to 
the new substance and the nature of 
that exposures The submitter also must 
provide the estimated percent of 
production volume devoted to each 
category of use.

Many comm Ranters, stated that EPA 
does not have the authority to require 
information beyond the broadest 
category of use (e.g., surfactant, 
photographic: chemical) or tout use 
information, a t the Level of detail 
required, is  not typically known by die 
manufacturer. EPA disagrees. The 
category of use description required 
under these rules is  consistent with the 
general intent under section 5(d)flJ to 
provide EPA with the information 
necessary foe review. Adequate 
information on the use of a  substance is 
critical in the evaluation of the potential 
risks associated with human exposure to 
and environmental release of the new 
substance in that use. EPA has found 
that the information required in this 
section is the minimum necessary to 
conduct a review of suck risks., In 
addition, EPA has found that such 
information is available to toe great 
majority of notice submitters, because 
substances are typically manufactured 
for a particular use.

Under section 5(d)(2) of the Act, EPA 
must issue the uses or intended uses o f a 
new substance tor; pubkcathm in toe 
Federal Register:, EPA will publish the 
use as reported in the notice unless it is, 
claimed confidential. Consistent with 
the A cts  requirements and toe October 
proposal; this rule requires 
manufacturers who claim use ta  be 
confidential to provide a 
nonconfidential (generic) use

description which EPA can issue for 
publication in the Federal Register.

d. H azard information., This rule 
retains the requirement to submit a copy 
or reasonable facsimile of any hazard 
information which will he provided to 
workers or customers,, e.g., a  Material 
Safety Data Sheet. Several commenfers 
stated that hazard information is  not 
required under section 8(a)(2). EPA 
believes that such information tolls 
clearly within the requirements of 
section 5fdMll(C) o f toe A ct since it 
provides data on the potential exposure 
and health effects of the new substance. 
Such information has been an important 
factor in EPA’s evaluation Of new 
substances under the Interim. Policy.

e. Transportation and detection  
methods* EPA has eliminated proposed 
questions on transport and detection 
methods. Again, experience indicates 
that data in response to these, questions 
is not especially useful in notice review.

f. Human exposure and ersviromnental 
release' information. EPA has retained 
the requirement that submitters describe 
the manufacture and processing 
operations involving toe new chemical 
substance a t sites they control.. 
Commenters on the October proposal 
stated that providing this information 
would be unduly burdensome and might 
jeopardize the confidentiality of process 
information!. However, in its review of 
notices under the Intssim Policy, EPA 
has found toe process description 
necessary to make qualitative estimates 
of potential workplace exposure, to< 
estimate the amounts of toe new 
substance and byproducts released, and 
to evaluate estimates provided in other 
parts of the form. EPA has also found 
that process descriptions based on 
known or reasonably ascertainable 
information may be developed by 
submitters in less time than was 
originally anticipated, and that QTS 
procedures adequately protect any 
confidential business, information 
contained in toe notice.

In response to these comments; 
however,, the Agency has reduced the 
amount of information it will require in 
the process, description from the 
requirement proposed in October. EPA 
does not require that a mass balance of 
materials entering; and leaving major 
unit operations and chemical 
conversions he provided, near must 
submitters report toe methods of 
transfer of materials and whether the 
operations are open or closed to the 
workplace. Based oo its experience 
under the interim Pokey’, EPA has found 
that identification of major unit 
operations and chemical conversions, 
identity and mass of materials entering
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the process, and points of release of the 
new substance is sufficient for its initial 
review and is information known to or 
reasonably ascertainable by submitters.

The sections of the form on 
occupational exposure to and 
environmental release of the new 
substance are largely unchanged from 
the October form. Instead of requiring 
the specific routes by which workers 
will be exposed, submitters need only 
identify the activities of workers. This 
more generic approach will still provide 
EPA with a more accurate indication of 
exposure potential. Submitters also are 
not required to provide estimates of the 
concentration of the new substance in 
the workplace because EPA can make 
such estimates from the process 
description to the extent necessary for 
its initial review. Submitters are now 
required to identify the type of control 
technology used to control 
environmental release since control 
equipment is frequently used and since 
manufacturers typically have identified 
the equipment that will be used by the 
time the notice is submitted. The final 
rule does not require estimates of the 
duration of release for each point of 
release. EPA will instead use reasonable 
estimates based on the duration of the 
process in its release analysis.

g. Sites controlled by others. The 
section on industrial sites controlled by 
others has been modified to require 
general information on the activities of 
customers who process and use the new 
chemical substance. Submitters must 
provide a narrative description of 
processing and activities focusing on 
those aspects which relate to the 
potential for human exposure and 
environmental release of the new 
chemical substance to the extent that 
they know qr can ascertain this 
information.

The October proposal would have 
required submitters to provide the same 
quantitative estimates for sites 
controlled by others as for the sites 
which they controlled themselves. 
However, manufacturers typically do 
not have such detailed quantitative 
information on activities not under their 
control. Furthermore, the specific 
circumstances of customers’ operations 
may vary, and all customers may not yet 
be known, so that it may be difficult to 
make quantitative estimates. The 
narrative description required in the 
form will provide sufficient information 
for EPA to evaluate potential worker 
exposure and environmental release at 
customers’ sites for EPA’s initial review, 
and allow identification of additional 
information needs where the Agency 
has identified a specific concern; In this

case, EPA may contact the submitter or 
possible customers to obtain additional 
information.

h. Consumer and com m ercial user 
exposure. EPA has eliminated this 
section from the final form. Thus, 
manufacturer estimates of exposure that 
would result from commercial and 
consumer use of the new chemical 
substances or final products contamina 
the new substance are not required. EPA 
intends to user the information provided 
in the “use” section of the form and 
other information, such as production 
volume, physical/chemical properties, 
and its own knowledge of typical 
commercial and consumer exposure 
scenarios, to evaluate commercial and 
consumer exposure. EPA’s experience 
under the Interim Policy indicates that it 
can conduct such an evaluation where 
the submitter provides the information 
required in other sections of the form.

i. List o f  attachm ents. The list of 
attachments is generally the same as it 
was in the October form. For a 
discussion of test data requirements, see 
Unit III.B.1.C. of this preamble.

j. Optional information. The final form 
does not contain a detailed optional 
information section as was proposed in 
the January 1979 form. EPA believes 
such a detailed section may limit the 
information that might be submitted 
and, by identifying specific questions, 
may make optional information seem 
mandatory. The Instructions Manual 
describes generally those items in which 
additional information would be most 
helpful in EPA’s review. For example, 
submitters may wish to provide 
information on relative risk, process 
chemistry, efficacy, additional exposure 
and environmental release information, 
industrial hygiene, engineering 
safeguards, use restrictions, and 
economic and other benefits of the new 
substance. Information in these areas 
may eliminate the need for extensive 
communication between EPA and the 
submitter during the review period and 
may reduce the possibility of an 
extension of the notice review period 
under section 5(c) or regulation under 
section 5(e) or 5(f). Although submitters 
are encouraged to submit optional 
information, they are in no way required 
to do so.

k. Federal Register notice. EPA has 
eliminated the section of the October 
form which requested information for 
the section 5(d)(2) Federal Register 
notice. Sections for generic descriptions 
of confidential chemical identity and 
category of use have been moved to 
other parts of the form. In compiling the 
section 5(d)(2) notice, the Agency will 
assemble the necessary information

from the various parts of the notice. For 
a further discussion of generic 
descriptions, see Unit III.D. of this 
preamble.

1. Confidentiality claim s. Submitters 
may assert claims of confidentiality for 
any information on the notice form and 
any attachments to the form, although 
they should note that under section 
14(b), claims for information in health 
and safety studies will be denied unless 
disclosure would reveal process 
information, proportions of a mixture, or 
information unnecessary to interpret the 
study. (See Unit III.D.4) Instructions for 
making claims are given on the form. If 
chemical identity or use is claimed 
confidential, the submitter must provide 
a generic chemical name or generic use 
that is as specific as possible.

EPA no longer requires substantiation 
of confidentiality claims when the notice 
is submitted. However, any submitter 
that claims information confidential 
must supply two copies of the notice: 
One complete copy, and one “sanitized” 
copy with all confidential information 
deleted. EPA will put the sanitized copy 
in the public record. The notice is 
incomplete, and the review period does 
not begin, until EPA has received both 
the complete notice and the sanitized 
notice. EPA explains its confidentiality 
policy in more detail in Unit III.D. of this 
preamble.

C. N otice and R eview  Procedures
1. Submission and Processing o f  

N otices.
a. Acknowledgem ent o f  receipt. Under 

§ 720.65(a), EPA will acknowledge 
receipt of each notice by letter to the 
submitter. The 90-day notice review 
period begins on the date of receipt 
indicated on the letter of. 
acknowledgement.

b. C onsolidated notices. In the course 
of reviewing section 5 notices under the 
Interim Policy, groups of notices were 
often submitted for substances which 
were similar in structure and use. These 
notices contained a large amount of 
duplicative information, such as 
exposure, release, or use data. In 
response to requests for relief from 
submitters, EPA has developed 
procedures for submission of a 
“consolidated” notice. Persons who 
intend to manufacture or import two or 
more structurally related new chemical 
substances may contact the Prenotice 
Communications Coordinator to obtain 
approval to submit a single 
“consolidated” section 5 notice for the 
related substances. The submitter must 
identify each new chemical substance 
individually; a consolidated notice 
cannot be submitted for an open-ended
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category of chemicals. A consolidated 
section 5 notice is suitable for chemical 
substances with the same or similar 
uses and for which there are similar test 
data or other information.
Manufacturers may not submit a 
consolidated notice on a series of 
intermediates and a final' produet in a 
given process because these chemicals 
do not sufficiently share common test 
data or other information.

EPA will not accept a  consolidated 
notice unless the submitter has 
contacted the Prenotice 
Communications Coordinator to 
determine whether the group of 
chemicals are sufficiently similar that 
they are suitable for review in a 
consolidated notice. EPA encourages 
submitters to submit consolidated 
notices when appropriate; such notices 
will reduce the burden on the submitter 
of preparing multiple section 5 notices 
sharing common information. 
Consolidated notices also will improve 
the efficiency and consistency of EPA’s 
review by allowing the staff to review 
structurally related chemicals, and the 
data and other information that are 
common to them, at the same time.

c. Incom plete subm issions. Under 
§ 720.65fc) of this rule, EPA may 
determine that a submission is 
incomplete, and therefore does not 
constitute a notice under section 5 of the 
Act. For example, failure to» provide 
chemical identity or otherwise to supply 
information required in the notice form, 
if that information is known’ to or 
reasonably ascertainable by the 
submitter* will result in a submission 
that does, not constitute a notice. A 
submission is incomplete if all 
information [except information 
published in the. scientific literature) is 
not in English, or test data and other 
data are not complete. A submission is 
also incomplete, if the submitter claims 
information confidential and does not 
submit a second copy of the notice from 
which all confidential information has 
been delated. The review period will not 
begin until the. submission is complete.

If a submission is incomplete, EPA 
may first request the missing, 
information from the submitter by 
telephone. If the submitter does not 
provide it quickly, EPA will inform the 
submitter in writing within 30 days of 
receiving the submission that it is 
incomplete. However, if  EPA obtains 
additional information during the notice 
review period, from the submitter or 
elsewhere, that indicates the original 
submission was incomplete, EPA may 
declare the notice incomplete within 30 
nays of receiving the new information.

Under § 720.65(c) (4) and (5), 
submitters may file objections to an EPA

finding that a submission is incomplete 
with the Director of the Office of Toxic 
Substances (“the Director'*). The 
Director, or Ms or her delegate, will 
determine whether the original 
submission was complete or incomplete, 
or will modify the requirements for 
completing the submission. If  the 
Director affirms that the original 
submission was incomplete, the notice 
period will not begin to ran until EPA 
receives the missing mformatiorr. If the 
Director finds that the original 
submission was complete, the 90day 
review period will resume on the date 
that EPA notifies the submitter that the 
notice is complete. Therefore, if EPA 
informed the submitter that the notice 
was incomplete on the 15th. day, the day 
after EPA finds the notice was complete 
would be the 16th day. However, it  EPA 
can complete its review by the date 90 
days from the date of the original 
submission, the Director may inform the 
submitter that the review period began 
when EPA received the original notice 
and has run without interruption!. EPA 
recognizes that resuming the review 
period on the date EPA notified the 
submitter that the submission was 
incomplete may conceivably delay the 
start of manufacture, or importation in 
some cases; however, EPA has an 
overriding responsibility to conduct an 
adequate review which ensures against 
a potential» risk to human health or the 
environment. EPA will avoid delaying 
the starting date whenever possible.

If EPA identifies a minor problem in 
the submission, such as failure to date it 
or a typographical error that renders an 
entry ambiguous» it may, under 
§ 720.65(b), ask the submitter to correct 
thè notice. The submitter is  under no 
obligation ta  make the correction, but 
failure, to do so may cause EPA to 
extend the review period under section 
5(c) o f the A ct O f course» i f  the 
submitter corrects the minor problem, 
EPA may stiff extend the period under 
section 5£c) if  good cause otherwise 
exists.

The final rule modifies tiie procedures 
for incomplete submissions proposed in 
January 1979. Under the proposed 
procedures, submitters had no formal 
appeal procedures if  EPA determined 
that a submission did not meet the 
standards for review, and the review 
period for submissions with minor errors 
could be stopped until the errors were 
corrected. EPA has changed these 
requirements in response to comments 
and because o f rts experience under the 
Interim Policy.

EPA, however, disagrees with 
commenters who argued that EPA has 
no authority to determine that a 
submission is incomplete, and that

EPA’s only remedy is section 5(e). The 
Act explicitly requires the submitter to 
provide certain information in a section 
5(a) notice that is known to or 
reasonably ascertainable by the 
submitter. A submission that foils to 
meet the minimum statutory 
requirements, therefore, is not a 
complete notice under the Act, and EPA 
is justified in refusing to. review it. 
Section 5(e) is not an appropriate 
remedy for this situation. The purpose of 
section 5(e) is to allow EPA to regulate 
new chemical substances “pending the 
development of information” necessary 
for a  reasoned evaluation o f health and 
environmental effects. Its purpose is not 
to gather information that the submitter 
already knows or can reasonably 
ascertain and that is required by the Act 
to be submitted in the initial notice.

Under the Interim Policy, EPA has 
received several submissions that, it 
believed, did not include required 
information that was known or 
reasonably ascertainable, by the 
submitter and which therefore, did not 
meet the. statutory requirements. For 
example,, one submission did not include 
the molecular structure of the new 
chemical substance. EPA scientists 
determined that representative 
molecular structures for the substance 
were in  fact known to or reasonably 
ascertainable by the submitter, because 
a knowledgeable chemist would be able 
to derive the structure from process 
information. Therefore, the notice 
review period did not begin until this 
information was provided to EPA.

In another case, the submitter 
described the category of use of a new 
chemical substance only as 
"photographic chemical’" without 
specifying its end use in terms of its 
function and application (e.g., reducing 
agent in developer solution). The term 
“photographic chemical” was 
inadequate for EPA’s assessment of 
potential human exposure and 
environmental release. In a  third type of 
problem, submitters often have 
described the chemistry of the 
manufacturing operation without 
indicating the order and type (e.g., 
distillation, mixing) of the manufacturing 
steps. For example, manufacturers of 
coatings for manufactured parts have 
sometimes failed to provide information 
on coating operations at sites they do 
not control. In such cases, if EPA staff 
cannot quickly obtain the information 
from the submitter in response to a 
telephone request, EPA will declare the 
notice incomplete and the review period 
will not begin until EPA receives the 
information.
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d. Extension o f review  period. Section 
5(c) of the Act provides that EPA may 
extend the 90-day review period for up 
to an additional 90 days for good cause. 
Section 720.75(c) of this rule provides 
that EPA will notify the submitter if EPA 
extends the period and gives examples 
of circumstances that EPA believes 
could constitute good cause for 
extension. EPA will also issue for 
publication a Fédéral Register notice 
when it extends a review period under 
section 5(c). The notice will describe the 
extension and give the reasons for it.

e. Suspension o f  review  period.
Section 720.75(b) of this rule provides 
that a notice submitter may voluntarily 
suspend the running of the review 
period at any time, but only if the 
Director, or his or her delegate, agrees. If 
the Director does not agree, EPA will 
notify the submitter and the review 
period will continue to run. The 
suspension must be for a specified 
period of time. If the notice submitter 
makes the request orally, the Director 
may grant a suspension for 15 days. EPA 
will send the submitter a written 
confirmation of the suspension if it is 
granted orally. The Director will extend 
the suspension if the OTS Document 
Control Officer receives a written 
confirmation of the request within 15 
days of the approved oral request. In 
this case, the running of the review 
period is suspended as of the date of the 
confirmed oral request. The notice 
submitter also may request a suspension 
in writing. In this case, the suspension 
begins the date the Document Control 
Officer receives the request, if EPA 
approves the request.

Under the Interim Policy, EPA has 
found suspension of the review period 
may be beneficial when questions 
concerning a new chemical substance 
that arise during the notice review 
period can be adequately addressed by 
the notice submitter. Suspension of the 
review period is often helpful in these 
cases because a submitter may not be 
able to respond to EPA’s concerns 
within the review period, even if EPA 
extends the period to 180 days under 
section 5(c). For example, in one 
instance the Agency needed more 
detailed use and exposure information 
which the submitter was able to obtain 
from potential customers. In other cases, 
the notice review period was suspended 
to allow time for voluntary health 
effects testing, and for chemical analysis 
to determine the levels of certain 
impurities. Voluntary suspensions 
benefit both EPA and notice submitters 
because they save EPA resources and 
often eliminate the need for regulatory 
action.

f. Closeout and com m encem ent o f  
manufacture. Under § 720.75(d), EPA 
will notify submitters when the notice 
review period has ended, if EPA has not 
taken action under section 5(e) or 5(f) of 
the Act. EPA will inform submitters that 
they can begin manufacture or import 
for commercial purposes. This action 
does not constitute EPA approval or 
certification of the substance and does 
not preclude later regulatory action by 
EPA. Submitters may begin to 
manufacture or import a new chemical 
substance after the close of the review 
period, even if they have not been 
notified by EPA that the review period 
has ended. In the final rule, EPA has 
dropped the notice of continuing review 
proposed in January 1979, since the 
closeout notification ean serve the same 
purpose, i.e., informing the submitter of 
any concerns EPA may have about the 
new chemical substance, and any 
regulatory actions being considered. 
Also, there is no obligation that EPA 
inform a submitter that it is 
contemplating regulation of the new 
chemical substance.

Section 720.102 requires that 
submitters notify EPA when they begin 
to manufacture or import the new 
chemical substance, so EPA may add 
the substance to the Inventory. The 
submitter must provide chemical 
identity, premanufacture notice number, 
and the date that manufacture or import 
for commercial purposes begins. EPA 
proposed this requirement in January 
1979 and believes that most notice 
submitters to date have notified EPA 
when they began manufacture or import 
However, any persons who already 
have begun to manufacture or import a 
chemical substance after undergoing 
notice review, but who have not yet 
submitted a notice of commencement or 
manufacture, must submit the notice by 
the effective date of this rule to allow 
EPA to update the Inventory.

2. Supplem ental Reporting. In January 
1979, EPA proposed*supplemental 
reporting (“letter-writing”) authority 
which would have enabled EPA to 
obtain additional written information on 
a new chemical substance or related 
chemicals during the notice review 
period. EPA also proposed an analogous 
provision for requesting health and 
safety studies. EPA based its authority 
to obtain certain information known to 
or reasonably ascertainable by the 
submitter and others on section 8 of the 
Act. Even after the scope of reporting 
was narrowed in the October 1979 
reproposal, many commenters objected 
to the supplemental reporting 
provisions, arguing that EPA does not 
have authority to require such reporting.

Since the reporting requirements in 
the final rules are reduced from those in 
the proposed rules, the ability of EPA to 
obtain additional information during the 
review period is especially important. 
While EPA still believes it has the 
authority under section 8 to obtain 
additional inforfhation from the 
submitter and others who may have 
information about the new chemical 
substance during the notice review 
period, EPA has not adopted 
supplemental reporting authority 
because it has proved unnecessary to an 
effective section 5 notice review 
program. EPA also has eliminated the 
provision for requesting health and 
safety studies on the new chemical 
substances or related chemicals. EPA 
has found that telephone calls to 
submitters are generally adequate to 
obtain additional information during the 
notice review period. In the occasional 
case where a submitter is unwilling to 
provide the information, EPA has the 
option of taking action under section 
5(e) (regulation of a new chemical 
substance pending development of new 
information) or section 11 (subpoena 
authority). Although these actions are 
more resource-intensive and time- 
consuming than a supplemental 
reporting request, such formal actions 
will rarely be necessary. However, EPA 
is prepared to act under these 
authorities when submitters do not 
provide the necessary information.

3. A ctions Under Sections 5(e) and 
5(f). In the final rule, EPA has deleted 
§§ 720.36 and 720.37 of the January 1979 
proposal, which described EPA’s 
procedures for taking action under 
sections 5(e) and 5(f). It is not necessary 
to include these provisions in the rule, 
because many of the procedures are 
already set out in the statute, and 
because submitters will be notified of 
the remaining procedures when EPA 
takes action against a specific 
substance. In dropping these sections, 
EPA has deleted the provision that 
would allow it to notify persons other 
than the notice submitter, who would be 
affected by the order, of the basis of a 
proposed section 5(e) or 5(f) action. 
Many commenters objected to this 
provision, urguing that only the notice 
submitter could be subject to a section 
5(e) or 5(f) order. EPA will notify only 
those persons subject to a section 5(e) or 
5(f) order, and it will allow only those 
persons to file objections to the order.
Of course, any person who uses a new 
chemical substance that the person 
knows or has reason to know was 
manufactured, imported, processed, or 
distributed in commerce in violation of a
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section 5(e) or 5(f) order is in violation 
of section 15 of TSCA.

EPA has also eliminated § 720.37(b)(6) 
of the January 1979 proposal, which 
provided that EPA would consider 
subsequent notice submissions for 
substances subject to a section 5(f) 
order to be applications for modification 
or revocation of the order, rather than 
section 5 notices. This section was 
eliminated because EPA recognizes that 
a subsequent submission for a chemical 
substance subject to a section 5(f) order 
might describe different conditions of 
exposure which might not present an 
[unreasonable risk. Therefore, EPA will 
consider these submissions to be section 
15 notices, and they will undergo review.
[ 4. Recordkeeping. The final rule 
'retains the provision in the proposed 
[rule that requires notice submitters to 
retain documentation of information in 
the notice. This would include the 
sources of information provided in the 
notice, e.g., production volume estimates 
in marketing plans. Submitters also must 
keep records of production volume for 
the first three years of production and 
the date of commencement of 
manufacture or import, and 
documentation of this information. In 
addition, submitters must keep copies of 
"other data,” which they were required 
to describe in § 720.50(b), if they are in 
the submitter’s possession or control.
This information must be retained for 5 
years from the date of commencement of 
manufacture.

EPA has dropped the provision that 
the submitter retain health and safety 

! data referenced in the notice for 30 
years, EPA believes this provision is 
unnecessary because the submitter must 
include these data, or a standard 
literature citation to these data, with its 
notice. Therefore, EPA will already have 
the data in its own files.

Persons who manufacture or import a 
chemical substance under the terms of 
an R and D exemption must retain 
documentation of compliance with the 
exemption requirements, including 
copies of the information they used to 
determine the need to make any 
notification of risk to health or to 
persons exposed to the chemicals. This 
information must be retained for 5 years 
from the final date of manufacture or 

j unport under the exemption.
Persons who are granted a test- 

j Marketing exemption application must 
retain documentation of information 
submitted in the notice. They also must 
document compliance with any 

j ^frictions EPA imposes when it grants 
| iue exemption. This information must be 
retained for five years from the final 
date of manufacture or import under the 
exemption.

5. Com pliance and Inspections. It is 
unlawful for any person to fail or refuse 
to comply with any provision of section 
5 or any rule promulgated under section
5. Manufacture or processing of new 
chemical substances without complying 
with section 5 and this rule is a violation 
of section 15. When more than one 
manufacturer or importer is involved in 
a transaction, each one is liable for 
manufacture or import of a new 
chemical substance if a notice has not 
been submitted or the review period has 
not expired, even though only one 
person involved in each transaction 
(e.g., the principal importer) may submit 
the notice.

Section 15 of TSCA makes it unlawful 
for any person to: (i) Use for commercial 
purposes a chemical substance or 
mixture which such person knew or had 
reason to know was manufactured, 
processed, or distributed in commerce in 
violation of this rule.

(ii) Fail or refuse to establish and 
maintain records or to permit access to 
or copying of records as required by the 
Act or a rule promulgated under the Act.

(iii) Fail or refuse to permit entry or 
inspection as required by section 11.

Violators may be subject to criminal 
and civil liability. Persons who submit 
materially misleading or false 
information in connection with the 
requirement of any provision of this rule 
may be subject to penalties calculated 
as if they never filed their notices.
Under the penalty provision of section
16 of TSCA, any person who violates 
section 15 could be subject to a civil 
penalty of up to $25,000 for each 
violation. Each day of operation in 
violation could constitute a separate 
violation. Knowing or willful violations 
of this rule could lead to the imposition 
of criminal penalties of up to $25,000 for 
each day of violation and imprisonment 
for up to one year. Other remedies are 
available to EPA under sections 7 and
17 of TSCA such as seeking an 
injunction to restrain violations of the 
rule and the seizure of chemical 
substances manufactured or processed 
in violation of the rule.

Individuals as well as corporations 
could be subject to enforcement actions. 
Sections 15 and 16 apply to "any 
person” who violates various provisions 
of TSCA. Thus, in actions under section 
16, EPA may, at its discretion, proceed 
against individuals, such as corporate 
officials, as well as the companies 
themselves. In particular, this includes 
individuals who report false information 
or who cause it to be reported.

EPA will also direct its resources to 
detecting violations of other aspects of 
the section 5 notice rule, particularly the

terms of exemptions for research and 
development and for test marketing.

EPA wiH conduct inspections under 
section 11 of TSCA to assess 
compliance with the requirements of 
section 5 and this final rule. Inspectors 
will compare the information in the 
submitter’s notice with the actual 
conditions of manufacture or import to 
verify that the information was correct, 
estimates were reasonable, and any 
exposure controls described in the 
notice are in place.

D. Confidentiality
The Act recognizes the importance to 

industry of maintaining the 
confidentiality of certain business 
information; section 14 allows a 
submitter to claim confidentiality for 
any information submitted to EPA under 
the Act. However, the Act also makes 
clear that the public interest in chemical 
regulation must also be considered, and 
in certain cases, outweighs the 
protection of confidential business 
information. Thus, section 14 also 
provides that health and safety studies 
may be revealed and that any 
confidential information may be 
revealed if necessary to protect health 
or the environment from an 
unreasonable risk of injury.

Certain provisions of section 5 also 
highlight EPA’s responsibility to provide 
meaningful information to the public 
concerning new chemical substances. 
Section 5(d)(1) states explicitly that a 
section 5 notice must be made available 
for "examination by interested persons,” 
subject to the confidentiality provisions 
of section 14. Further, section 5(d)(2) 
requires EPA to issue for publication a 
Federal Register notice upon receipt of 
each section 5 notice, that identifies the 
chemical substance, lists the intended 
uses, and describes test data, also 
subject to the confidentiality provisions 
of section 14. More generally, the Act 
includes a variety of provisions under 
which citizens can petition EPA to take 
particular actions on section 5 notices. 
These provisions indicate that Congress 
intended informed citizen involvement 
in review of new chemical substances, 
although EPA is to be the primary 
decisionmaker. Public participation 
cannot be effective unless meaningful 
information is made available to 
interested persons.

In addition to these responsibilities 
which are related directly to the Act, 
EPA has general responsibilities under 
the Freedom of Information Act (FOIA). 
Under the FOIA, persons may request 
disclosure of any information submitted 
in a notice. When such a request is 
made, EPA, in accordance with the
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procedures of 40 CFR Part 2, Subpart B, 
must review information which is 
claimed confidential to determine 
whether it is entitled to confidential 
treatment. If EPA determines that the 
information is confidential and therefore 
does not disclose it, the FOIA requester 
may bring an action in Federal court to 
review EPA’s decision.

The confidentiality provisions in the 
final rule take into account various 
requirements under the Act, including 
the need: (1) to provide nonconfidential 
information to the public, (2) to give EPA 
information it needs to respond to FOIA 
requests, (3) to allow persons to assert 
claims of confidentiality with the 
minimum burden, and (4) to reduce 
uncertainty about the criteria EPA will 
use in making its confidentiality 
determinations. In determining the final 
confidentiality provisions, EPA also 
considered its experience with section 5 
notices under the Interim Policy as well 
as comments received on the January 
1979 and October 1979 proposals. EPA 
believes these provisions represent a 
balance between the industry’s need for 
confidentiality of business information 
and the public interest in having access 
to information about new chemicals.

1. Assertion o f Confidentiality Claims. 
A person may assert a claim of 
confidentiality for any information 
submitted to EPA. Submitters must 
assert the claim when they submit the 
confidential information. If the 
information to be claimed confidential is 
contained on the notice form, submitters 
must assert their claims by marking the 
box on the form adjacent to the item. To 
assert a claim for information in an 
attachment to the form, submitters must 
clearly mark all confidential items in the 
attachment.

Any submitter that claims information 
confidential must provide two copies of 
its submission: a complete copy of the 
notice including all confidential 
information and a “sanitizied” copy in 
which all confidential information has 
been deleted. EPA will assume that the 
submitter has prepared a sanitized copy 
that accurately deletes any information 
claimed confidential. EPA will place the 
submitter’s sanitized copy in the public 
file. If the submitter does not provide a 
sanitized copy, the submission is 
incomplete and the notice period will 
not begin. EPA believes this provision is 
in the best interest of the submitter, the 
public, and EPA.

Alternatively, if the submitter does 
not provide the sanitized copy with the 
notice, EPA could consider the 
submission complete and allow the 
submitter to provide the sanjtized 
version early in the notice réview 
period. However, this would deprive the

public of access to the notice 
information for a significant portion of 
the review period. EPA could also 
prepare the sanitized copy itself. 
However, this would require substantial 
EPA resources and there is »  chance 
that EPA inadvertently would not delete 
all of the information claimed 
confidential. In .addition, EPA believes it 
is more efficient for the submitter, which 
is more familiar than EPA with the 
nature, extent, and rationale for the 
claims, to prepare the sanitized copy. 
EPA also considered the alternative of 
putting the entire notice, including 
information claimed confidential, in the 
public file if the submitter did not 
provide a sanitized version. However, 
EPA believes this would be 
unnecessarily harsh. Therefore, EPA 
believes that treating the notice as 
incomplete until it receives the sanitized 
version is the most equitable policy.

2. Generic Information. A submitter 
that claims chemical identity or use 
confidential must provide generic 
information for release to the public. By 
requiring generic chemical names and 
uses, EPA can meet its obligation to 
provide the public with important 
information on the risks of new 
substances without revealing 
confidential business information. EPA 
requires that the generic information be 
provided on the notice form so it can 
include this information in the section 
5(d)(2) Federal Register notice. If EPA 
had to request the generic information 
after it received the notice, or develop 
the generic information itself, EPA could 
not meet the requirement that the 
Federal Register notice be published 5 
days after EPA receives the notice form.

Unlike the proposed rule, the final rule 
does not state that the generic chemical 
name must disclose “toxicologically 
significant information to the maximum 
extent possible”; instead, the generic 
name should reveal the substance’s 
chemcial identity to the maximum 
extent possible. EPA has found that, 
prior to a substantive review of the 
hazard potential of a new substance, it 
is often difficult to identify 
toxicologically significant portions of 
the molecule. Therefore, at the beginning 
of the notice review period, it is more 
useful to require instead that the 
chemical identity be revealed as fully as 
possible. The generic use should also be 
as specific as possible. EPA encourages 
submitters to contact the EPA Prenotice 
Communications Coordinator to discuss 
appropriate generic names and uses 
before actually submitting the notice.

The proposed rule would have 
required that submitters provide three 
generic chemical names with the section 
5 notice; however, the final rule requires

only one. EPA’s experience in the 
section 5 program has shown that three 
names are not necessary since, 
generally, all three names provided are 
similar in specificity. EPA will publish 
the generic name given in the notice in 
the section 5(d)(2) Federal Register 
notice. However, when the manufacturer 
or importer submits a notice of 
commencement of manufacture using 
the same generic name, EPA may 
determine that the generic name is more 
generic than necessary to protect 
confidential chemical identity, EPA will 
then propose a more specific name. If 
that name is unacceptable, the submitter 
must explain why EPA’s name would 
disclose confidential business 
information and propose an alternative. 
EPA will publish the submitter’s 
alternative name if it is acceptable. 
Otherwise, EPA will put the generic 
name it devised on the public Inventory, 
30 days after giving notice to the 
submitter.

EPA has not adopted the proposed 
requirement that submitters provide 
generic information on physical/ 
chemical properties (in terms of ranges) 
and submitter’s identity (in terms of 
geographic location, annual sales, and 
type of company) if they are claimed 
confidential. EPA made this change in 
response to commenters who stated that 
it is difficult to develop generic 
descriptions of physical/chemical 
properties and submitter’s identity 
which provide useful information 
without disclosing confidential business 
information. Also, unlike chemical 
identity and category of use, EPA is not 
required to issue any information 
concerning physical/chemical properties 
or the submitter’s identity for 
publication in the Federal Register. 
Therefore, generic information on these 
categories is not necessary.

3. Substantiation o f Claims. The final 
rule does not require substantiation of 
any confidentiality claims when a 
section 5 notice is submitted. However, 
a confidentiality claim for chemical 
identity must be substantiated when the 
notice of commencement of manufacture 
is submitted.

This approach reflects a substantial 
modification of the confidentiality 
procedures proposed in January 1979 
and October 1979. The January proposal 
would have required submitters to 
substantiate confidentiality claims at 
the time of submission only for chemical 
identity and health and safety data, 
while the October proposal would have 
required substantiation of all 
confidentiality claims at the time of 
submission (though it allowed assertion 
and substantiation by category.) EPA
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believed that this “up-front” 
substantiation would be necessary to 
allow EPA to respond to FOIA requests 
in a timely manner.

Under the Interim Policy, submitters 
were encouraged to substantiate all 
confidentiality claims when the notice 
was submitted; if they did not 
substantiate their claims, EPA sent a 
letter requesting substantiation. EPA 
changed this policy in a notice published 
in the Federal Register of July 3,1982 (47 
FR 28969). In that notice, EPA explained 
that because EPA had not received large 
numbers of FOIA requests, “up-front” 
substantiation of claims was not 
necessary to make timely responses to 
FOIA requests. Also, the substantiation 
requirement had not reduced the 
number of confidentiality claims as 
expected. The final rule adopts the same 
policy. EPA will request substantiation 
for information submitted in section 5 
notices only when it receives an FOIA 
request for the information claimed 
confidential, or when EPA has its own 
reasons for making a final 
confidentiality determination, for 
example, when EPA is contemplating 
regulatory action. By not requiring “up­
front” substantiation of all claims, 
submitters will not have to incur the 
burden of substantiation unnecessarily.

The final rule requires submitters to 
substantiate claims of confidentiality for 
chemical identity at the time a notice of 
commencement of manufacture or 
import is submitted, and provides that 
EPA may disclose a chemical identity 
claimed as confidential but not 
accompanied by adequate 
substantiation. As EPA stated in the 
Interim Policy of May 15,1979, all 
information submitted to EPA under the 
section 5 notice program before the 
effective date of the final rule will 
become subject to the confidentiality 
policies of this rule (45 FR 28567). The 
Interim Policy does not require 
submitters to substantiate claims of 
confidentiality when the notice of 
commencement is submitted, although 
EPA encourages them to do so. As a 
result, EPA has received notices of 
commencement in which chemical 
identity was claimed confidential 
without any accompanying 
substantiation. Under the final rule, 
these chemical identities could be 
disclosed when it goes into effect.

In the May 1979 Interim Policy EPA 
stated that it would give submitters 
ample opportunity to update or modify 

confidentiality claims prior to becoming 
subject to any new requirements.” EPA 
believes that 45 days after the effective 
date of this rule is an ample period for 
submitters with unsubstantiated claims

of confidentiality of chemical identity in 
notices of commencement of 
manufacture or import to substantiate 
those claims. EPA will notify each 
affected person by letter. If EPA has not 
received substantiation for the claim 
within 45 days after the effective date of 
this rule, it may place the specific 
chemical identity on the public 
Inventory consistent with EPA’s general 
procedures for handling confidential 
information in 40 CFR Part 2.

4. H ealth and Safety Studies. Section 
14(a) of TSCA prohibits EPA from 
disclosing confidential business 
information reported under the Act 
except in certain specific circumstances. 
Section 14(b), however, states that EPA 
is not prohibited from disclosing health 
and safety studies of substances for 
which section 5 notification is required, 
unless disclosure reveals confidential 
processes or portions of a mixture. 
Therefore, EPA cannot refuse to disclose 
such information in response to an FOIA 
request, and EPA will deny any claim of 
confidentiality for the protocol, data, 
analysis, and results in a health and 
safety study if the submitter does not 
establish that disclosure would reveal 
the following confidential information:
(1) process information, (2) portions of a 
mixture, or (3) information unrelated to 
the effects of the substance on human 
health and the environment.

In some submissions, chemical 
identity may be claimed confidential 
and attachments to the notice form may 
contain health and safety studies on the 
new chemical. EPA will disclose the 
specific chemical identity that is the 
subject of those studies if disclosure of 
chemical identity: (1) is necessary to 
interpret the health and safety study, 
and (2) would not reveal confidential 
process or mixture information. 
Disclosure of chemical identity is * 
discussed in more detail below.

5. S pecific C hem ical Identity. A major 
issue in this rulemaking has been the 
confidentiality of the specific chemical 
identity that is the subject of a section 5 
notice. This issue is of particular 
concern when health and safety studies 
are submitted for the substance. Under 
section 14(b) of TSCA, EPA may not 
withhold from the public data from 
health and safety studies unless the data 
would disclose confidential 
manufacturing or processing processes 
or the proportions of specific chemical 
substances in a mixture. The disclosure 
requirement applies to data in the study 
and data underlying the study.

As EPA stated in the January 1979 
proposal, the Agency considers the 
specific chemical identity always to be 
part of a health and safety study even

when it does not appear in the study. 
Consequently, the chemical identity 
would be subject to the disclosure 
requirements of section 14(b). However, 
in many cases the chemical identity is 
one of the most commercially sensitive 
pieces of information in the section 5 
notice. Because of the substantial 
concern expressed by industry about the 
harm of disclosing confidential chemical 
identities, EPA explored ways of 
limiting the commercial harm of such 
disclosure while still meeting the 
requirements of section 14(b) of TSCA 
arid providing the public with adequate 
iriformation about health and safety 
studies.
N In January 1979, EPA proposed that 
confidential chemical identities would 
not be released prior to commencement 
of manufacture or import, even when 
health and safety studies had been 
submitted in the notice. After 
commencement of manufacture, 
chemical identity would be disclosed if 
health and safety studies had been 
submitted and the identity was not 
exempt under section 14(b) by virtue of 
revealing a confidential process or 
confidential proportions of substances 
in a mixture. Because of the sensitivity 
of this issue, under its Interim Policy, 
EPA has honored claims of 
confidentiality for specific chemical 
identity, even when health and safety 
studies have been submitted, reserving a 
final decision on the issue for this final 
rule.

This issue generated a great deal of 
comment. Industry has expressed its 
concerns about disclosure of 
confidential chemical identities at any 
time, while public interest groups and 
others are concerned that health and 
safety studies would be meaningless 
without knowledge of the specific 
chemical identity involved. In an 
attempt to meet both these concerns, 
EPA has chosen an approach that 
balances the need for confidentiality, 
the need to understand health and 
safety studies, and the provisions of 
TSCA.

Under § 720.85 of the rule, in the 
absence of any health and safety 
studies, chemical identity will be held 
confidential as long as it meets the 
general tests for confidentiality in 40 
CFR Part 2. This is true botfrbefore and 
after commencement of manufacture or 
import. Under § 720.90(c) of the rule, if 
any health and safety studies have been 
submitted for the chemical substance in 
question, the specific chemical identity 
will be held confidential only if 
disclosure would reveal confidential 
manufacturing or processing processes 
or the confidential proportions of
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substances in a mixture, or if the 
specific chemical identity is not 
necessary to interpret any of the studies.

This solution will result in disclosure 
of a confidential chemical identity only 
when it is necessary to interpret a 
health and safety study, unless 
disclosure would reveal confidential 
process or mixture information that is 
protected under section 14(b). This 
meets concerns expressed by both 
industry and public interest groups. 
Industry was concerned that a rule 
mandating disclosure even when 
disclosure would not serve any public 
interest would unnecessarily penalize 
companies conducting health and safety 
studies. One the other hand, public 
interest groups were concerned that 
disclosure of health and safety studies 
without the identity of the substance 
involved would be meaningless if 
knowledge of the specific identity were 
necessary to understand the study. 
Under this approach, companies will be 
able to present arguments that 
disclosure of the specific chemical 
identity is not necessary to interpret a 
study and, at the same time, members of 
the public requesting access to studies 
will be able to argue why disclosure of 
the specific identity is necessary.

This solution to the issue of 
confidential chemical identities also has 
an impact on development of generic 
chemical names. Companies that claim 
specific chemical identity confidential in 
their notices who wish to argue that 
knowledge of the specific identity is not 
necessary to interpret their health and 
safety studies are encouraged to choose 
generic names which are sufficiently 
specific to interpret their health and 
safety studies. Sufficiently specific 
generic names will tend to support 
arguments that disclosure of the specific 
chemical identity is not necessary to 
understand the study.
IV. Related Rulemaking and Other 
Actions
A. Section 5(h)(4) Exem ptions

Under section 5(h)(4), EPA may, upon 
application and by rule, exempt 
manufacturers or importers from all or 
part of the requirements of section 5 if it 
determines that the manufacture, import, 
processing, distribution in commerce, 
use, or disposal of a new chemical 
substance will not present an 
unreasonable risk of injury to health or 
the environment. Based on its 
experience in the section 5 review 
program to date, EPA has promulgated 
one section 5(h)(4) exemption rule and 
proposed two others.

EPA promulgated an exemption for 
new chemicals used in certain instant

photographic and peel-apart film 
articles, published in the Federal 
Register of June 4,1982 (47 FR 24308). 
Persons may manufacture these 
chemicals without undergoing the full 
90-day section 5 review, as long as the 
manufacturer uses certain exposure 
controls.

EPA also proposed rules to exempt 
certain site-limited intermediates, low 
volume chemicals, and polymers, which 
were published in the Federal Register 
of August 4,1982 (47 FR 33896). The 
proposed exemption for site-limited 
intermediates and chemicals 
manufactured at 10,000 kg or less per 
year would exempt these chemicals if 
they do not have certain adverse health 
or environmental effects and the 
manufacturer or importer submits a 
short notice to EPA 14 days before 
manufacture begins. A qualified expert 
would assess the new chemical (unless 
it was manufactured at 1,000 kg or less 
per year) to ensure that it met the 
exemption criteria. The polymer 
exemption would allow manufacture or 
import of certain new polymers as long 
as EPA is notified when manufacture 
begins. Other new polymers would 
undergo an abbreviated 14-day section 5 
notice review.

EPA is reviewing the comments on 
these proposed exemptions and intends 
to issue final exemption rules in mid- 
1983. If the provisions of the final rules 
are similar to the provisions in the 
proposed rules, EPA expects that 
approximately 60 percent of all new 
chemicals will qualify for one or more of 
these exemptions.
B. New C hem ical Follow-Up Rules

EPA will promulgate follow-up 
reporting rules on certain new chemical 
substances under section 5(a)(2) and 
8(a) of TSCA. Such rules will allow EPA 
to obtain information on selected new 
chemical substances after they have 
entered commercial production, and to 
reassess certain new chemical 
substances before they are produced for 
new uses that may significantly increase 
their risk to human health or the 
environment.

EPA has proposed significant new use 
rules (SNURs) and section 8(a) rules for 
chemical substances in the Federal 
Register and will continue to do so. A 
SNUR requires persons to notify EPA 90 
days before they manufacture, import, or 
process the substances subject to the 
rules for a significant new use, as 
defined by the rule. The same reporting 
requirements, review procedures, and 
authorities that apply to notices for new 
substances apply to SNUR notices. 
However, if after receipt of a SNUR 
notice, EPA does not act to regulate the

chemical, it must state its reasons in the 
Federal Register. Section 8(a) rules 
require limited reporting of information; 
these rules will be used primarily to 
monitor changes in exposures to 
chemicals of concern.

Follow-up is an important complement 
to the section 5 notice review program, 
which is necessarily limited by the 
nature of notices on new substances and 
the section 5 review process. Notices 
describe the specific uses for which the 
submitter intends to manufacture or 
import a new chemical substance and 
the exposures associated with the 
intended methods of manufacture, 
processing, uses, and disposal. EPA will 
generally base its review and any 
regulation under section 5(e) or 5(f) on 
these uses and exposures. In some 
cases, a substance may raise concern, 
but the exposure predicted from the 
information in the notice may not 
present a significant risk. In these cases, 
EPA might not take action against the 
substance during the review period  ̂
However, once such a substance has 
completed section 5 review and has 
entered commerce, anyone may 
manufacture, import, or process it for 
any use without EPA review, even a use 
likely to result in high levels of exposure 
that would significantly increase risk. In 
such a case, EPA might require reporting 
under a SNUR or section 8(a) rule to 
ensure review and the opportunity to 
control these risks before they occur.

C. Testing Guidelines
EPA issued premanufacture testing 

guidelines which were published in the 
Federal Register of January 27,1981 (46 
FR 8985). In these guidelines, EPA 
recommends that notice submitters use 
the Organization for Economic 
Cooperation and Development (OECD) 
Minimum Premarket Data set as a 
starting point in setting up a testing 
program for new chemicals. EPA is not 
requiring these data, and a submission 
that does not contain them would be 
complete if it otherwise meets the 
requirements of the Act. Instead, EPA 
intends that submitters use the testing 
guidelines flexibly, tailoring their 
evaluations of new chemicals to the 
specific new chemicals in question. EPA 
also encourages submitters to follow 
any Good Laboratory Practices issued 
under TSCA.

V. Related Documents

A. R esponse to Comments
During this rulemaking, EPA has 

solicited public comment on several 
proposals and other public documents. 
These include the January 10,1979,



Federal Register / Vol. 48, No. 94 / Friday, May 13, 1983 / Rules and Regulations 21741

proposed rule (44 FR 2242); the October
16,1979, proposed rule (44 FR 59764); the 
methodology for the Economic Impact 
Analysis (44 FR 39450); the proposed 
processor reporting requirement (45 FR 
54642); the clarification of the importer 
definition (45 FR 63806); the draft 
Regulatory Analysis and the proposed 
Economic Impact Analysis (45 FR 
74945); and the notice on substantiation 
of confidentiality claims (47 FR 28969). 
EPA received numerous comments from 
individual companies, trade 
associations, labor unions, public 
interest organizations, and other groups 
and individuals. These comments were 
carefully considered in developing the 
final rule.

EPA has prepared a detailed 
Response to Comments on the 
Premanufacture Notice Requirements 
and Review Procedures for New . 
Chemical Substances. In this document, 
EPA has summarized the major 
comments that it received on the 
documents listed above and gives its 
response to each. TTie Response to 
Comments is available in the Public 
Reading Room.

B. Instructions M anual
EPA is also distributing an 

Instructions Manual for Premanufacture 
Notification of New Chemical 
Substances. All persons subject to 
section 5 notice requirements, or who 
believe that these requirements may 
apply to them, should obtain a copy of 
this manual from the OTS Industry 
Assistance Office. In the manual, EPA 
describes: (1) EPA’s statutory authority 
under section 5 of the Act; (2) section 5 
reporting requirements; (3) EPA notice 
review procedures; (4) procedures for 
asserting and substantiating 
confidentiality claims; and (5) 
instructions for completing the notice 
form.

VI. Regulatory Impact Analysis
Under Executive Order 12291, EPA 

must determine whether a rule is 
“major" and therefore subject to the 
Regulatory Impact Analysis 
requirement. EPA considers this rule to 
be major. Although the rule will not 
have an annual effect on the economy of 
$100 million or more, the costs of 
complying with the rule will result in an 
increase in costs for chemical 
manufacturers and photographic 
companies, and there may be some 
effects on innovation. Also, EPA will 
incur certain costs to conduct the notice 
review program. EPA based its 
classification of this rule as “major" on 
various studies conducted on the cost of 
compliance with section 5 notice 
requirements and the effect-of these

requirements on new chemical 
innovation. EPA has prepared a 
Regulatory Impact Analysis to 
accompany this rule which summarizes 
these studies.

EPA included brief regulatory 
analyses of the January 1979 and 
October 1979 proposed rules in the 
preambles to those rules. In November 
1980, EPA issued an extensive draft 
Regulatory Analysis. The Regulatory 
Impact Analysis that accompanies this 
rule compares the notice form proposed 
by EPA in October 1979, a form 
proposed by the Chemical 
Manufacturers Association (GMA) in 
1979, an in-house draft form comparable 
to the form required in this rule, and the 
final form. The Regulatory Impact 
Analysis concludes that the primary 
economic effect of the final form is that 
industry’s cost is between $5 million and 
$12 million annually to complete the 
notices. These costs are similar to the 
costs of the CMA form and considerably 
less than the costs of EPA’s October 
1979 form.

The Analysis also concludes that 
while the October 1979 form makes it 
easier for EPA to identify problem 
chemicals and take action, the 
probability of EPA identifying these 
problem chemical is not significantly 
lower with the other forms. Thus the 
incremental benefits of the lengthier 
October 1979 form are small.

The third major finding of the 
Regulatory Impact Analysis concerns 
the distributional effect of the existing 
notice review program. Based on data 
from several industry-commissioned 
surveys and on data in confidential 
section 5 notice files, it appears that 
there has been no significant reduction 
in the number of new chemical 
innovations since 1979 among the 
largest companies, but limited data 
suggest that there probably has been a 
decline in innovation activity by smaller 
companies, which tend to produce low 
volume chemicals. To help reduce this 
effect on small companies, EPA employs 
consultants to assist them in preparing 
notices, at no expense to the submitters.

The fourth major finding of the 
Analysis is that promulgation of the 
proposed section 5(h)(4) exemptions to 
the section 5 notification program would 
reduce the annual cost to industry of 
complying with section 5 notification 
requirements by 19 to 30 percent, to 
between $4.2 and $9.1 million annually. 
In addition, the proposed exemptions 
will significantly reduce the burden of 
the new chemical review requirements 
on small firms. If EPA promulgates the 
provisions in the proposed exemption 
rules, there will be cost savings of 11 to

35 percent of total notification costs for 
firms with sales less than $100 million 
annually.

These findings on cost to submitters 
were reached by calculating the cost of 
filing the notice form, the cost of delay 
(the present value of profits delayed 
because of the notice review process), 
the cost of maintaining confidentiality, 
and the cost of implementing voluntary 
controls on the manufacturing, 
processing or marketing of a particular 
new substance when requested by EPA. 
The benefit findings were bas^d on 
EPA’s analysis of each case in which it 
took action on a new chemical 
substance, to determine what types of 
information were critical to the decision 
to seek controls and whether that 
information would be required on all 
four forms. If the information would not 
have been in the submission and if EPA 
would not have identified the problem 
through telephone contact or other 
means, the potential for adverse health 
effects occasioned by not identifying the 
problem were determined. The 
Regulatory Impact Analysis is available 
for review in the Public Document 
Room.

This regulation was submitted to the 
Office of Management and Budget for 
review as required by Executive Order 
12291.

VII. Applicability of Paperwork 
Reduction Act and Regulatory 
Flexibility Act

Under the Paperwork Reduction Act 
of 1980, 44 U.S.C. 3501 et seq., the 
information provisions in this rule must 
be submitted for approval to the Office 
of Management and Budget (OMB). The 
Agency previously submitted 
information collection requirements to 
OMB under the Premanufacture 
Notification (PMN) Interim Policy which 
were assigned OMB control number 
2000-0054. The information collection 
requirements in this final rule were 
approved by OMB and assigned OMB 
control number 2070-0012.

As required by the Regulatory 
Flexibility Act (5 U.S.C. 605(b)), EPA has 
assessed the impact of this rule on small 
businesses. In various analyses of the 
chemical industry, small business has 
been defined in numerous ways, 
particularly in terms of annual sales 
levels. To account for different 
interpretations of the term “small 
business” within the chemical industry, 
the Agency analyzed the effect of this 
rule using two annual sales levels to 
define small, $30 million and $100 
million.

EPA estimates that firms with sales 
less than $30 million per year will
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absorb about 7 percent of total industry- 
related costs to comply with this rule, or 
about $0.36 to $0.91 million annually. 
Firms with sales less than $100 million 
per year will incur about 13 percent of 
total industry costs, or about $0.67 to 
$1.69 million annually. The proposed 
exemptions will substantially reduce the 
reporting burden for small companies, 
however. Taken together, the proposed 
exemption rules would reduce total 
program costs for firms with sales less 
than $30 million and $100 million per 
year by 11 to 33 percent and 11 to 35 
percent, respectively.

VIII. Public Record

EPA has established a public record 
for this rulemaking (docket number 
OTS-50002), which is available for 
inspection in Rm. E-107, 401 M St. SW., 
Washington, D.C. 20460 from 8:00 a.m. to 
4:00 p.m., Monday through Friday, 
except legal holidays. This record 
includes all the information considered 
by EPA in developing this rule except 
for confidential business information 
which has been segregated. While part 
of the record, such information is not 
available to the public.

The list below describes the 
information in the record. This list, in 
accordance with section 19(a)(13) of the 
Act, identifies the complete rulemaking 
record:

1. USEPA-OTS. Premanufacture 
Notification Requirements and Review 
Procedures. Notice of Proposed 
Rulemaking.

2. USEPA-OTS. Premanufacture 
Notification Requirements and Review 
Procedures: Support Document.

3. USEPA-OTS. Impact of TSCA 
Premanufacturing Review Requirements 
(EPA 230/2-12/76-005).

4. Seven working drafts of proposed 
40 CFR Part 720 dated from June 20,1978 
to December 3,1978; three working 
drafts of the preamble to proposed 40 
CFR Part 720 dated from October 28, 
1978, to December 3,1978; eight working 
drafts of the proposed Premanufacture 
Notice Form dated from July 30,1978, to 
December 3,1978; two working drafts of 
the Premanufacture Notice Form for 
Importers dated from October 5,1978, to 
December 3,1978; three working drafts 
of the Premanufacture Notice Form for 
Foreign Manufacturers/Suppliers dated 
from October 5,197# to December 3, 
1978; and one draft of the Processing 
and Consumer Use Form dated 
December 3,1978.

5. USEPA-OTS. Reproposal of 
Premanufacture Notice Forms and 
Provisions of Rules; Notice of Proposed 
Rulemaking.

6. USEPA-OTS. Impact of TSCA 
Proposed Premanufacturing Notification 
Requirements; contract No. 68-014717.

7. Working drafts of the proposed 
Premanufacture Notice Forms dated 
June 28,1979, July 13,1979, and August
7,1979.

8. EPA Documents distributed at the 
meetings of the Administrator’s Toxic 
Substances Advisory Committee 
(ATSAG), August 14,1979, and 
September 25,1979.

9. EPA materials on the planned 
reproposal of the Premanufacture Notice 
Forms distributed at the Embassy 
Officials Briefing, September 11,1979.

10. USEPA-OTS. Premanufacture 
Notification and Review: Economic 
Impact.

11. USEPA-OTS. Proposed Processor 
Reporting Requirements. Notice of 
Proposed Rulemaking.

12. USEPA-OTS. Cost Estimations of 
Alternative Processor Notification 
Requirements; contract no. 68-01-5878.

13. USEPA-OTS. Premanufacture 
Notification and Review Procedures: 
Clarification of Importer Reporting 
Responsibilities.

14. USEPA-OTS. Draft Regulatory 
Analysis. Premanufacture Notification 
and Review Procedures.

15. USEPA-OTS. Proposed Economic 
Impaot Analysis of Proposed Section 5 
Notice Requirements; contract no. 68- 
01-5878.

16. USEPA-OTS. Regulatory Impact 
Analysis of Section 5 Notice PHa 
Requirements; contract no. 68-01-5878.

17. USEPA-OTS. Response to 
Comments on New Chemical Notice 
Requirements & Review Procedures.

18. All factual information and raw 
data of any sort considered during the 
rulemaking.

19. EPA correspondence to persons 
outside EPA concerning this rule.

20 Correspondence (including 
comments on the proposed rule) 
received from persons outside EPA 
before the close of the comment periods, 
and correspondence received after the 
close of the comment periods if 
considered.

21. EPA memoranda summarizing 
meetings and telephone conversations 
with outside persons relevant to the 
development of this rulemaking.

The docket of the record detailing its 
specific contents is available in the OTS 
Reading Room.
List of Subjects in 40 CFR Part 720

Chemicals, Environmental protection, 
Premanufacture notification, Hazardous 
materials, Recordkeeping and reporting 
requirements.

Dated: April 26,1983.
Lee L. Verständig,
Acting Administrator.

Therefore, 40 CFR Chapter I is 
amended by adding Part 720 to read as 
follows:

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 

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

requirements.
720.36 Exemptions for research and 

development.
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 
environmental effects of a substance. 

720.57 Imports.

Subpart D—Disposition of Notices 
720.60 General.
720.62 Notice that notification is not 

required.
720.65 Acknowledgement of receipt of a 

notice; errors in the notice; incomplete 
submissions; false and misleading 
statements.

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 

manufacture or import.

Subpart G—Compliance and Inspections 
720.120 Compliance.
720.122 Inspections.
Appendix A—Premanufacture Notice for 

New Chemical Substances 
Authority: Toxic Substances Control Act, 

15 U.S.C. 2604, 2607, 2613.

.Subpart A—General Provisions 

§ 720.1 Scope.
This Part establishes procedures for 

the reporting of new chemical 
substances by manufacturers and



Federal Register / Vol. 48, No. 94 / Friday, May 13, 1983 / Rules and Regulations 21743

importers under section 5 of the Toxic 
Substances Control Act, 15 U.S.C. 2604. 
The rule defines the persons and 
chemical substances subject to the 
reporting requirements, prescribes the 
contents of section 5 notices, and 
establishes procedures for submitting 
notices. The rule also establishes EPA 
policy regarding claims of 
confidentiality for, and public disclosure 
of, various categories of information 
submitted in connection with section 5 
notices (OMB Control No. 2070-0012).

§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 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 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 
meaning contained in the Federal 
Insecticide, 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 
material” 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 
shape or design during manufacture, (2) 
which has end use function(s) 
dependent 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 composition which 
have no commercial purpose separate 
from that of the article and that may 
occur as described in § 720.36(g)(5), 
.except that fluids and particles are not 
considered articles regardless of shape 
or design.

(d) “Byproduct” means a chemical 
substance produced without a separate 
commercial intent during the 
manufacture, processing, use, or 
disposal of another chemical substance 
or mixture.

(e) “Chemical substance” means any 
organic or inorganic substance of a 
particular molecular identity, including 
any combination of such substances 
occurring in whole or in part as a result

of a chemical reaction or occurring in 
nature, and any chemical element or 
uncombined radical, except that 
“chemical substance” does not include:

(1) Any mixture.
(2) Any pesticide when manufactured, 

processed, or distributed in commerce 
for use as a pesticide.

(3) Tobacco or any tobacco product.
(4) Any source material, special 

nuclear material, or byproduct material.
(5) Any pistol, firearm, revolver, 

shells, or cartridges.
(6) Any food, food additive, drug, 

cosmetic, or device, when manufactured, 
processed, or distributed in commerce 
for use as a food, food additive, drug, 
cosmetic, or device.

(f) “Commerce” means trade, traffic, 
transportation, or other commerce (1) 
between a place in a State and any 
place outside of such State, or (2) which 
affects trade, traffic, transportation, or 
commerce between a place in a State 
and any place outside of such State.

(g) "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 deliver 
for introduction into commerce, or to 
hold after introduction into commerce.

(j) “EPA” means the U.S. 
Environmental 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 
epidemiological studies, studies of 
occupational exposure to a chemical 
substance or mixture, toxicological, 
clinical, 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.

(l) Not only is information which 
arises as a result of a formal, disciplined 
study included, but other information 
relating to the effects of a chemical 
substance or mixture on health or the 
environment is also included. Any data 
that bear on the effects of a chemical 
substance on health or the environment 
would be included.

(2) Examples include:
(i) Long- and short-term tests of 

mutagenicity, carcinogenicity, or 
teratogenicity: data on behavioral 
disorders: dermatoxicity; 
pharmacological effects; mammalian 
absorption, distribution, metabolism, 
and excretion; cumulative, additive, and 
synergistic effects; acute, subchronic, 
and chronic effects; and structure/ 
activity analyses.

(ii) Tests for ecological or other 
environmental effects on invertebrates, 
fish, or other animals, and plants, 
including: acute toxicity tests, chronic 
toxicity tests, critical life stage tests, 
behavioral tests, algal growth tests, seed 
germination tests, plant growth or 
damage tests, microbial function tests, 
bioconcentration or bioaccumulation 
tests, and model ecosystem (microcosm) 
studies.

(iii) Assessments of human and 
environmental exposure, including 
workplace exposure, and impacts of a 
particular chemical substance or 
mixture on the environment, including 
surveys, tests, and studies of: biological, 
photochemical, and chemical 
degradation; air, water, and soil 
transport; biomagnification and 
bioconcentration; and chemical and 
physical properties, e.g., boiling point, 
vapor pressure, evaporation rates from 
soil and water, octanol/water partition 
coefficient, and water solubility.

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

(v) Any assessments of risk to health 
and the environment resulting from the 
manufacture, processing, distribution in 
commerce, use, or disposal of the 
chemical substance.

(1) “Importer” means any person who 
imports a chemical substance, including 
a chemical substance as part of a 
mixture or article, into the customs 
territory of the United States. “Importer” 
includes the person primarily liable for 
the payment of any duties on the 
merchandise or an authorized agent 
acting on his or her behalf. The term 
also includes, as appropriate:

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

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

(4) The transferee, if the right to draw 
merchandise in a bonded warehouse has 
been transferred in accordance with 
Subpart C of 19 CFR 144. (See “principal 
importer.”)

(m) “Impurity” means a chemical 
substance.which is unintentionally 
present with another chemical 
substance.

(n) “Intermediate” means any 
chemical substance that is ensumed, 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.
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(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 
ascertainable by” means all information 
in a person’s possession or control, plus 
all information that a reasonable person 
similarly situated might be expected to 
possess, control, or know.

(q) “Manufacture” means to produce 
or manufacture in the United States or 
import into the customs territory of the 
United States.

(r) "Manufacture or import for 
commercial purposes” means:

(1) To import, produce, or manufacture 
with the purpose of obtaining an 
immediate or eventual commercial 
advantage for the manufacturer or 
importer, and includes, among other 
things, “manufacture” of any amount of 
a chemical substance or mixture:

(1) For commercial distribution, 
including for test marketing.

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

(2) The term also applies to 
substances that are produced' 
coincidentally during the manufacture, 
processing, use, or disposal of another 
substance or mixture, including 
byproducts that are separated from that 
other substance or mixture and 
impurities 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 commercial 
purposes.

(s) “Manufacture solely for export” 
means: to manufacture for a commercial 
purpose solely for export from the 
United States under the following 
restrictions on domestic activity:

(1) Processing is limited solely to sites 
under the control of the manufacturer.

(2) Distribution in commerce is limited 
to purposes of export.

(3) The manufacturer may not use the 
substance except in small quantities 
solely for research and development.

(t) "Manufacturer” means a person 
who imports, produces, or manufactures 
a chemical substance. A person who 
extracts a component chemical 
substance from a previously existing 
chemical substance or a complex 
combination of substances is a 
manufacturer of that component 
chemical substance. 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 substance exclusively for 
that person, and (2) that person specifies 
the identity of the substance and 
controls the total amount produced and 
the basic technology for the plant 
process.

(u) “Mixture” means any combination 
of two or more chemical substances if 
the combination does not occur in 
nature and is not, in whole or in part, 
the result of a chemical reaction; except 
“mixture” does include (1) any 
combination which occurs, in whole or 
in part, as a result of a chemical reaction 
if the combination could have been 
manufactured for commercial purposes 
without a chemical reaction at the time 
the chemical substances comprising the 
combination were combined, and if all 
of the chemical substances comprising 
the combination are not new chemical 
substances, and (2) hydrates of a 
chemical substance or hydrated ions 
formed by association of a chemical ' 
substance with water, so long as the 
nonhydrated form is itself not a new 
chemical substance.

(v) “New chemical substance” means 
any chemical substance which is not 
included on the Inventory.

(w) “Nonisolated intermediate” means 
any intermediate that is not 
intentionally removed from the 
equipment in which it is manufactured, 
including 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 including tanks or 
other vessels in which the substance is 
stored after its manufacture.

(x) “Person” means any natural 
person, firm, company, corporation, 
joint-venture, partnership, sole 
proprietorship, association, or any other 
business entity, any State or political 
subdivision thereof, any municipality, 
any interstate body, and any 
department, agency or instrumentality of 
the Federal Government.

(y) “Possession or control” means in 
possession or control of the submitter, 
or of any subsidiary, partnership in 
which the submitter is a general partner, 
parent company, or any company or 
partnership which the parent company 
owns or controls, if the subsidiary, 
parent company, or other company or 
partnership is associated with the 
submitter in the research, development, 
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 other 
company’s voting stock. A parent 
company owns or controls any 
partnership in which it is a general

partner.) Information is included within 
this definition if it is:

(1) In the submitter’s own files 
including files maintained by employees 
in the course of their employment.

(2) In commercially available data 
bases to which the submitter has 
purchased access.

(3) Maintained in the files in the 
course of employment by other agents of 
the submitter who are associated with 
research, development, test marketing, 
or commercial marketing of the chemical 
substance in question.

(z) "Principal importer” means the 
first importer who, knowing that a new 
chemical substance will be imported 
rather than manufactured domestically, 
specifies the identity of the chemical 
substance and the total amount to be 
imported. Only persons who are 
incorporated, licensed, or doing 
business in the United States may be 
principal importers.

(aa) “Process” means the preparation 
of a chemical substance or mixture, after 
its manufacture, for distribution in 
commerce (1) in the same form or 
physical state as, or in a different form 
or physical state from, that in which it 
was received by the person so preparing 
such substance or mixture, or (2) as part 
of a mixture or article containing the 
chemical substance or mixture.

(bb) “Processor” means any person 
who processes a chemical substance or 
mixture.

(cc) "Small quantities solely for 
research and development” (or "small 
quantities solely for purposes of 
scientific 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, imported, 
or processed solely for research 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 
Columbia, 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 individual” 
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 
associated with the chemical substance 
which is used under his or her 
supervision, (2) who is responsible for
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enforcing 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 substance as may be 
appropriate or required within the scope 
of conducting a research and 
development activity.

(ff) “Test data” means data from a 
formal or informal test or experiment, 
including information concerning the 
objectives, experimental methods and 
materials, protocols, results, data 
analyses, recorded observations, 
monitoring data, measurements, and 
conclusions from a test or experiment.

(gg) “Test marketing” means the 
distribution in commerce of no more 
than a predetermined amount of a 
chemical substance, mixture, or article 
containing that chemical substance or 
mixture, by a manufacturer or processor, 
to no more than a defined number of 
potential customers to explore market 
capability in a competitive situation 
during a predetermined testing period 
prior to the broader distribution of that 
chemical substance, mixture, or article 
in commerce.

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

Subpart B— A pplicability

§ 720.22 Persons who must report.
(a) (1) Any person who intends to 

manufacture a new chemical substance 
in the United States for commercial 
purposes must submit a notice unless 
the substance is excluded under
§ 720.30.

(2) If a person contracts with a 
manufacturer to manufacture or produce 
a new chemical substance, and (i) the 
manufacturer manufactures or produces 
the substance exclusively for that 
person, and (ii) that person specifies 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 determine who must submit 
the notice.

(3) Only manufacturers that are 
incorporated, licensed, or doing 
business in the United States may 
submit a notice.

(b) (1) Any person who intends to 
import a new chemical substance into 
the United States for commercial 
purposes must submit a notice, unless 
the substance is excluded under § 720.30 
or unless the substance is imported as 
part of an article.

(2) When several persons are involved 
in an import transaction, the notice must 
be submitted by the principal 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 for that transaction.

§ 720.25 Determining whether a chemical 
substance is on the Inventory.

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

(b) (1) A chemical substance is listed 
on the Inventory by specific chemical 
name if its identity is not confidential. If 
its identity is confidential, ft is listed by 
specific name in the confidential portion 
of the Inventory. The confidential 
chemical substance is also listed on the 
public Inventory by a generic name 
which masks the specific identity. A 
person who intends to manufacture or 
import a chemical substance not listed 
on Jhe 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 fid e  intent to 
manufacture or import the chemical 
substance for commercial purposes.

(2) To establish a bona fid e  intent to 
manufacture or import a chemical 
substance, 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 substance 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 pattern 

(for inorganic substances), a mass 
spectrum (for most other substances), or

'an  infrared spectrum of the particular 
chemical substance, or if such data do 
not resolve uncertainties with respect to 
the identity of the chemical substance, 
additional or alternative spectra or other 
data to identify the substance.

(3) If an importer cannot provide all 
the information required by paragraph
(b)(2) of this section because it is 
claimed confidential business 
information by its foreign manufacturer 
or supplier, the foreign manufacturer or 
supplier may supply the information 
directly to EPA.

(4) EPA will review the information 
submitted by the proposed manufacturer

or importer under this paragraph to 
determine whether it has a bona fid e  
intent to manufacture or import the 
chemical substance. If necessary, EPA 
will compare this information either to 
the information requested for the 
confidential chemical substance under 
§ 710.7(e)(2)(v) of this Chapter or the 
information requested under 
§ 720.85(b)(3)(iii).

(5) If the proposed manufacturer or 
importer has shown a bona fid e  intent to 
manufacture or import the substance, 
and provide sufficient unambiguous 
chemical identity information so EPA 
can make a conclusive determination of 
the chemical substance’s Inventory 
status, EPA will search the confidential 
Inventory and inform the proposed 
manufacturer or importer whether the 
chemical substance is on the 
confidential Inventory.

(6) If the chemical substance is found 
on the confidential Inventory, EPA will 
notify the person(s) who originally 
reported the chemical substance that 
another person has demonstrated a 
bona fid e  intent to manufacture or 
import the substance and therefore was 
told that the chemical substance is on 
the Inventory.

(7) A disclosure of a confidential 
chemical identity to a person with a 
bona fid e  intent to manufacture or 
import the particular chemical 
substance will not be considered a 
public disclosure of confidential 
business information under section 14 of 
the Act.

(8) EPA will answer an inquiry on 
whether a particular chemical substance 
is on the confidential Inventory within 
30 days after receipt of a complete 
submission under paragraph (b)(2) of 
this section (OMB Control No. 2070- 
0012).

§ 720.30 Chemicals not subject to 
notification requirements.

The following substances are not 
subject to the notification requirements 
of this Part:

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

(b) Any mixture as defined in 
I  720 .3ÍU ),1

(c) Any new chemical substance 
i^hich will be manufactured or imported 
in small quantities solely for research 
and development under § 720.36.

(d) Any new chemical substance 
which will be manufactured or imported

1A  n e w  c h e m ic a l su b s ta n c e  th a t is  m a n u fa ctu re d  
o r im p o rted  a s  p a rt o f  a  m ix tu re  is  s u b je c t  to  th e 
re q u irem e n ts  o f  th is  P art. T h is  e x c lu s io n  a p p lie s  
o n ly  to  a  m ix tu re  a s  a  w h o le  a n d  n o t to  a n y  
c h e m ic a l s u b s ta n c e s  w h ich  a re  p a rt o f  th e  m ix tu re .
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solely for test-marketing purposes under 
an exemption granted under § 720.38.

(e) Any new chemical substance 
manufactured solely for export.

(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 
commercial purpose is for use by public 
or private organizations that (1) bum it 
as a fuel (2) dispose of it as a waste* 
including in a landfill or for enriching 
soil, or (3) extract component chemical 
substances from it for commercial 
purposes. (This exclusion only applies to 
the byproduct; it does not apply to the 
component substances extracted from 
the byproduct.)

(h) The chemical substances 
described below: (Although they are 
manufactured for commercial purposes 
under the Act, they are not 
manufactured for distribution in 
commerce as chemical substances per 
se and have no commercial purpose 
separate 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 another 
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, mixture, 
or article.

(5) Any chemical substance which 
results from a chemical reaction that 
occurs upon end use of another chemical 
substance, mixture, or article such as an 
adhesive* paint, miscellaneous cleanser 
or other housekeeping product, 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 compounds, 
adhesives, or paints, or any other 
chemical substance formed during the 
manufacture of an article destined for 
the marketplace without further 
chemical change of the chemical 
substance except for those chemical 
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, corrosion 
inhibitor, antifoamer or defoamer, 
dispersant, precipitation inhibitor, 
binder, emulsifier, deemulsifier, 
dewatering agent, agglomerating agent, 
adhesion promoter, flow modifier, pH 
neutralizer, sequesterant, coagulant, 
flocculant, fire retardant, lubricant, 
chelating agent* or quality control 
reagent functions as intented, or (ii) a 
chemical substance, which is intended 
solely to impart a specific 
physiochemical characteristic, functions 
as intended.

(8) Any nonisolated intermediate.

§ 720.36 Exemptions for research and 
development

(a) This Part does not apply to a 
chemical substance if:

(1) The chemical substance is 
manufactured or imported only in small 
quantities solely for research and 
development

(2) The manufacturer or importer (i) 
evaluates the chemical substance in 
accordance with, paragraph (b) of this 
section, and (ii) notifies ¿ 1  persons 
engaged in experimentation, research, or 
analysis on the new chemical substance* 
including the manufacture, processing, 
use, transport storage, and disposal of 
the substance associated with research 
and development activities, of any risk 
to health, identified under paragraph (b) 
of this section, which may be associated 
with the substance, in accordance with 
paragraph (c) of this section. A 
technically qualified individual must 
ensure the adequacy of the notification.

(3) The chemical substance is used by, 
or directly under the supervision of, a 
technically qualified individual.

(b) (1) The manufacturer or importer 
must evaluate any information or test 
data in its possession or control to 
determine whether there is reason to 
believe there is any risk to health 
associated with the chemical substance. 
This information must include:

(1) Any information concerning any 
significant adverse reaction by persons 
exposed to the substance which may 
reasonably be associated with such 
exposure.

(ii) Any information provided to the 
manufacturer or importer by a supplier 
or any other person concerning a health 
risk believed to be associated with the 
substance.

(2) In addition, the manufacturer or 
importer must determine whether the 
substance is subject to any rule or order 
proposed or promulgated under section 
4 ,5 , or 6 of the Act; or the notice

requirements of section 8(e) of the Act. 
In addition, the manufacturer or 
importer must ascertain whether EPA, 
under section 5(h)(3) of the Act, has 
determined that any risk to health may 
be associated with the substance.

(c) The manufacturer or importer must 
assure that persons are notified by 
means of a container labeling system, 
conspicuous placement of notices in 
areas where exposure may occur, 
written notification to each person, or 
any other method of notification which 
adequately informs persons of risks 
which the manufacturer or importer has 
reason to believe may be associated 
with the substance, as determined under 
paragraph (b) of this section. The 
adequacy of the notification is the 
responsibility of the manufacturer or 
importer. If the importer is not the 
manufacturer, it is the importer’s 
responsibility to make the necessary 
evaluation and notification of any risks 
to health which may be associated with 
the substance. In making such 
evaluations, the importer must obtain 
that information described in paragraph
(b) of this section which is reasonably 
ascertainable.

(d) Upon request, the manufacturer or 
importer must make available to EPA 
any information evaluated by the 
manufacturer or importer in determining 
the need for notification under 
paragraph (a)(2)(ii) of this section.

(e) The requirements for this 
exemption apply to all new chemical 
substances, including chemical 
substances manufactured or imported 
under such an exemption before the 
effective date o f this rule.

§ 720.38 Exemptions for test marketing.
(a) Any person may apply for an 

exemption to manufacture or import a 
new chemical substance for test 
marketing. EPA may grant the 
exemption if the person demonstrates 
that the chemical substance will no( 
present an unreasonable risk to injury to 
health or the environment as a result of 
the test marketing.

(bj Persons applying for a test­
marketing exemption should provide the 
following information:

(1) All existing data regarding health 
and environmental effects of the 
chemical substance, inducting physical/ 
chemical properties or, in the absence of 
such data, a discussion of toxicity based 
on structure-activity relationships (SAR) 
and relevant data on chemical 
analogues.

(2) The maximum quantity of the 
chemical substance which the applicant 
will manufacture or import for test 
marketing.



Federal Register / Vol. 48, No. 94 / Friday, M ay 13, 1983 / Rules and Regulations 21747

(3) The maximum number of persons 
who may be provided the chemical 
substance during test marketing.

(4) The maximum number of persons 
who may be exposed to the chemical 
substance as a result of test marketing, 
including information regarding duration 
and route of such exposures.

. (5) A description of the test-marketing 
activity, including its length and how it 
can be distinguished from full-scale 
commercial production and research 
and development.

(c) 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 information 
provided in the application, to the extent 
it has not been claimed confidential.

(d) No later than 45 days after EPA 
receives an application, die Agency will 
either approve or deny the application. 
Thereafter, EPA will publish a notice in 
the Federal Register explaining the 
reasons for approval or denial.

(e) In approving an application for 
exemption, 4EPA may impose any 
restrictions necessary to ensure that the 
substance will not present an 
unreasonable risk of injury to health and 
the environment as a result of test 
marketing (OMB Control No. 2070-0012).

Subpart C—Notice Form
§ 720.40 General.

(a) Use o f the notice form . Each 
person who is required by Subpart B to 
submit a notice must complete, sign, and 
submit a notice containing the 
information 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 
referenced 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 substance 
for commercial purposes begins.

(c) W here to submit a notice. Each 
person who submits a notice must 
submit it to the address listed on the 
notice form.

(d) General notice requirem ents. Each 
person who submits a notice must’ Copies m ay b e  o b ta in ed  from : In d u stry  
A ssistan ce O ffice  (T S -7 9 9 ) , O ffic e  o f  T o x ic  
Substan ces, E n v iro n m en ta l P ro tec tio n  A g en cy , 401 
M St., S W . W ash in g to n , D .C . 20460.

provide the information described in 
§ 720.45 and specified on the notice 
form, to the extent such information is 
known to or reasonably ascertainable 
by the submitter. In accordance 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 join t subm issions. (1) A 
manufacturer or importer may designate 
an agent to submit the notice. Both the 
manufacturer or importer and the agent 
must sign the certification on the form.

(2) A manufacturer or importer may
authorize another person, (e.g., a foreign 
manufacturer or supplier, or a toll 
manufacturer) to report some of the 
information required in the notice to 
EPA on its behalf. If separate portions of 
a joint notice are'not submitted together, 
the submitter should indicate which 
information will be supplied by another 
person and identify that person. The 
other person must submit the 
information on the appropriate part of 
the notice form. The manufacturer or 
importer and any other person supplying 
the information must sign the 
certification provided on their respective 
notice forms. *

(3) If EPA receives a submission 
which does not include information 
required by this rule, which the 
submitter indicates that it has 
authorized another person to provide, 
the notice review period will not begin 
until EPA receives that information.

(f) New inform ation. During the notice 
review period, if the submitter 
possesses, controls, or knows of new 
information that materially adds to, 
changes, or otherwise makes 
significantly 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 must 
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 
immediately inform its EPA contract for 
that notice by telephone.

(g) Chem ical substances subject to a  
section  4 test rule.

(1) Except as provided in paragraph
(g)(3) of this section, if (i) A person 
intends to manufacture or import a new 
chemical substance which is subject to 
the notification requirements of this

Part, and (ii) The chemical substance is 
subject to a test rule promulgated under 
section 4 of the Act before the notice is 
submitted, section 5(b)(1) of the Act 
requires the person to submit the test 
data required by the testing rule with 
the notice. The person must submit the 
data 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 
incomplete and EPA will follow the 
procedures in § 720.65.

(2) If EPA has granted the submitter 
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 receives 
the test data.

(3) If EPA has granted the submitter 
an exemption under section 4(c) of the 
Act and if another person previously has 
submitted the test data to EPA, the 
exempted person may either submit the 
test data or provide the following 
information as part of the notice:

(1) The name, title, and address of the 
person who submitted the test data to 
EPA.

(ii) The date the test data were 
submitted to EPA.

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

and a reference identifying it.
(h) C hem ical substances subject to a 

section  5(b)(4) rule. (1) If a person (i) 
intends to manufacture or import a new 
chemical substance which is subject 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 described in paragraph (h)(2) 
of this section at the time the notice is 
submitted.

(2) Data submitted under paragraph
(h)(1) of this section must be data which 
the person submitting the notice 
believes show that the manufacture, 
processing, distribution in commerce, 
use and disposal of the substance, or 
any combination of such activities, will 
not present an unreasonable risk of 
injury to health or the environment 
(OMB Control No. 2070-0012).

§ 720.45 Information that must be 
included 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
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ecological populations outside of the 
United States. The notice form requires 
the following information relating to the 
manufacture, processing, distribution in 
commerce, use, and disposal of the new 
chemical substance:

(a) (1) For substances whose 
composition can be represented by a 
definite structural diagram (class 1 
substances), the notice must provide the 
chemical name (preferably Chemical 
Abstracts Service (CAS) or International 
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 
structural 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 is 
available]. The notice must include a 
partial or incomplete structural diagram 
if possible. Chemical names for such 
substances should be developed 
according to the guidelines in the TSCA 
Chemical Substance Inventory, Initial 
Inventory, Volume i .

(3) For polymers, the notice must 
identify monomers and other reactants 
used in the manufacture of the polymer 
by chemical name and CAS Registry 
Number (if available}. The notice must 
indicate the typical percent of each 
monomer and other reactant m the 
polymer (by weight percent of total 
polymer}; the maximum residual of each 
monomer present in the polymer; and a 
partial or incomplete structural diagram, 
if possible. The notice must provide 
estimates of the minimum number- 
average molecular 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 percent of 
the total substance.

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

(d) A description of the byproducts 
resulting from the manufacture, 
processing, 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.

ff) A description of intended 
categories of use by function and

application, the estimated percent of 
production volume devoted to each 
category of use, and the percent of the 
new substance in the formulation for 
each commercial or consumer use.

(g) For sites controlled by the 
submitter:

(1) The identity of sites where the new 
substance will be manufactured, 
process«!, or used.

(2) A process description of each 
manufacture, processing, and use 
operation 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 substance.

(3) Worker exposure information, 
including worker activities, physical 
form of the new substance to which 
workers may be exposed, the number of 
workers, and the duration of activities.

(4) Information on release of the new 
substance to the environment, including 
the quantity and media a£ release and 
type of control technology used.

(h} For sites not controlled by the 
submitter, a description of each type of 
processing and use operation involving 
the new chemical substance, including 
identification of the estimated number of 
processing or use sites, situations 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 
environmental release.

§ 720.50 Submission of test (fata and 
other data concerning the heafth and 
environmental effects o f a substance.

(a) Test data an the new  chem ical 
substance in the possession  or control a f  
the subm itter. (1) Except as provided in 
paragraph (d) of this section,; each notice 
must contain all test data in the 
submitter’s possession or control 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 mixture or article 
containing the ne w chemical substance, 
or any combination 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 literature 
citation must be submitted for the 
following types of test data:

(i) Health effects data.
(ii) Ecological effects data.
(iii) Physical and chemical properties 

data.
(iv) Environmental fate 

characteristics.

(v) Monitoring data and other test 
data related to human exposure to or 
environmental release of the chemical 
substance.

(3}(i) If the data do no appear in the 
open scientific literature, the submitter 
must provide a full report. A full report 
includes the experimental methods and 
materials, results, discussion and data 
analysis, conclusions, references, and 
the name and address of the laboratory 
that developed the data.

[ii) If the data appear in the open 
scientific literature, the submitter need 
only provide a standard literature 
citation. A standard literature citation 
includes author, title, periodical name, 
date of publication, volume, and page 
numbers.

(4) (i) If a study, report, or test is 
incomplete 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 
preliminary results; and anticipated 
completion date.

(ii) If a test or experiment is 
completed 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 (a)(3)[i) o f 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 experiment is 
completed during the last five days of 
the review period, the submitter 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 (alf2) of this section, 
a person is not required to submit a 
complete report. The person must 
submit a summary of the data. If EPA so 
requests, the person must submit a full 
report within ten days of the request, 
but no later than five days before the 
end of the review period.

(6) All test data described by 
paragraph [a) are subject to these 
requirements, regardless of their age, 
quality, or results.

(b) O ther data  concerning the health  
and environm ental effects o f  the new  
chem ical substance that a re known to 
or reason ably  ascertain able b y  the 
submitter. [1] Except as provided in 
paragraph fd) 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
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substance, of any mixture or article 
containing the new chemical substance, 
or of any combination of such activities:

(1) Any data, other than test data, in 
the submitter’s pqssession or control.

(ii) Any data, including test data, 
which are not in the submitter’s 
possession or control, but which are 
known to or reasonably ascertainable 
by the submitter. For the purposes of 
this section, data are known to or 
reasonably ascertainable by the 
submitter if the data are known to any 
of its employees or other agents who are 
associated with the research and 
development, test marketing, or 
commercial marketing of the substance.

(2) Data that must be described 
include data concerning the new 
chemical substance in a pure, technical 
grade, or formulated form.

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

(i) If the data appear in the open 
scientific literature, a standard literature 
citation, which includes the author, title, 
periodical name, date of publication, 
volume, and pages.

(ii) If the data are not contained in the 
open scientific literature, a description 
of the type of data and summary of the 
results, if available, and the names and 
addresses of persons the submitter 
believes may have possession or control 
of the data.

(4) All data described by this 
paragraph are subject to these 
requirements, regardless of their age, 
quality, or results; and regardless of 
whether they are complete at the time 
the notice is submitted.

(c) Data concerning related  
chemicals. A person must submit test 
data or descriptions of other data 
concerning impurities, byproducts, 
degradation products, unintended 
reaction products, or other chemical 
substances or mixtures related to the 
manufacture, processing, distribution in 
commerce, use, or disposal of the new 
chemical substance only if the data have 
not been published in the open scientific 
literature. The submitter may either 
submit these data with the notice or 
describe them in accordance with
§ 720.50(b) (3) (ii), rather than providing a 
full report.

(d) Data that n eed  not b e subm itted—
(1) Data previously subm itted to 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 appropriate, 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 confidentiality, 
under § 720.80.

(2) E fficacy  data. Th*s 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. exposure data. This Part 
does not require submission of any data 
which relates only to exposure of 
humans or the environment outside the 
United States. This does not exclude 
nonexposure data such as data on 
health effects (including epidemiological 
studies), ecological effects, physical and 
chemical properties, or environmental 
fate characteristics. '
§ 720.57 Imports.

(a) Except as otherwise provided in 
this section, the provisions of this 
Subpart C apply to each person who 
submits a notice for a new chemcial 
substance which he or she intends to 
import for a commercial purpose. In 
addition, each importer must comply 
with this section.

(b) EPA will hold the principal 
importer, or the importer that EPA 
determines must submit the notice when 
there is no principal importer under
§ 720.22(b) (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—Disposition of Notices
§ 720.60 General.

This subpart establishes procedures 
that EPA will follow in reviewing 
notices.
§ 720.62 Notice that notification is not 
required.

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 substance 
is not subject to these requirements,
EPA will notify the submitter that 
section 5 of the Act does not prevent the 
manufacture or import of the substance 
and that the submission is not a notice 
under this Part (OMB Control No. 2070- 
0012).

§ 720.65 Acknowledgment of receipt of a 
notice; errors in the notice; incomplete 
submissions; false and misleading 
statements.

(a) N otification to submitter. EPA will 
acknowledge receipt of each notice by 
sending the submitter a letter that 
identifies the premanufacture notice 
number assigned to the new chemical

substance and the date on which the 
review period begins. The review period 
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 following are 
examples of such errors:

(1) Failure to date the notice form.
(ii) Typographical errors that cause

data to be misleading or answers to any 
questions to be unclear.

(w) Contradictory information.
(iv) Ambiguous statements or 

information.
(2) In the request to correct the notice, 

EPA will explain the action which the 
submitter must take to correct the 
notice.

(3) If the submitter fails to correct the 
notice within 15 days of receipt of the 
request, EPA may extend the notice 
period under section (5)(c) of the Act, in 
accordance with § 720.75(c).

(c) Incom plete subm issions. (1) A 
submission is not complete, and the 
notification period does not begin, if:

(i) The wrong person submits the 
notiee form.

(ii) The submitter does not sign the 
notice form.

(iii) Some or all 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 
notice form.

(v) The submitter does not provide 
information that is required by section 
5(d)(1) (B) and (C) of die Act and
§ 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 ascertainable 
by the submitter.

(vii) The submitter does not submit a 
second copy of the submission with all 
confidential information deleted for the 
public file, as required by § 720.80(b)(2).

(viii) The submitter does not include 
any information required by section 
5(b)(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
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section 5(b)(4) of the Act, as required in 
§ 720.40(h).

(2) (i) If EPA receives an incomplete 
submission, the Director, or his or her 
delegate, will notify the submitter within 
30 days of receipt that the submission is 
incomplete and that the notice review 
period will not begin until EPA receives 
a complete notice.

(ii) If EPA obtains additional 
information during the notice review 
period that indicates the original 
submission was incomplete, the 
Director, or his or her delegate, may 
declare the submission incomplete 
within 30 days after EPA obtains the 
additional information and so notify the 
submitter.

(3) The notification that a submission 
is incomplete under paragraph (c)(2) (i) 
or (ii) of this section will include:

(i) A statement of the basis of EPA’s 
determination that the submission is 
incomplete.

(ii) The requirements for correcting 
the incomplete submission.

(iii) Information on procedures under 
paragraph (c)(4) of this section for filing 
objections to the determination or 
requesting modification of the 
requirements for completing the 
submission.

(4) Within ten days after receipt of 
notification by EPA that a submission is 
incomplete, the submitter may file 
written objections requesting that EPA 
accept the submission as a complete 
notice or modify the requirements 
necessary to complete die submission.

(5) (i) EPA will consider the objections 
filed by the submitter. The Director, or 
his or her delegate, will determine 
whether the submission was complete or 
incomplete, or whether to modify the 
requirements for completing the 
submission. EPA will notify the 
submitter in writing of EPA’s response 
within ten days of receiving the 
objections.

(ii) If the Director, or his or her 
delegate, determines, in response to the 
objection, that the submission was 
complete, the notice review period will 
be deemed suspended on the date EPA 
declared the notice incomplete, and will 
resume on the date that the notice is 
declared complete. The submitter need 
not correct the notice as EPA originally 
requested. If EPA can complete its 
review within 90 days from the date of 
the original submission, the Director, or 
his or her delegate, may inform the 
submitter that the running of the review 
period will resume on the date EPA 
originally declared it incomplete.

(iii) If the Director, or his or her 
delegate, 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) M aterially fa lse  or m isleading 
statem ents. 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 appropriate action.

§ 720.70 Notice in the Federal Register.
(a) Filing o f  Federal Register notice. In 

accordance with section 5(d)(2) of the 
Act, after EPA receives a notice, EPA 
will file with the Office of the Federal 
Register a notice including the 
information specified in paragraph (b) of 
this section.

(b) Contents o f notice. (1) In the public 
interest, the specific chemical identity 
listed in the notice will be published in 
the Federal Register unless the submitter 
has claimed chemical identity 
confidential. If the submitter claims 
confidentiality, a generic name will be 
published in accordance 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 
accordance with § 720.50(a) will be 
published. In addition, for test data 
submitted in accordance with
§ 720.40(g), a summary of the data will 
be published.

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

§ 720.75 Notice review period.
(a) Length o f  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 
Substances receives a complete notice, 
or the date EPA determines the notice is 
complete under § 720.65(c), unless the 
Agency extends the period under 
section 5(c) of TSCA and paragraph (c) 
of this section.

(b) Suspension o f  the running o f  the 
notice review  period. (1) A submitter 
may voluntarily suspend the running of 
the notice review period if the Director 
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 Document 
Control Officer (TS-793), Office of 
Pesticides and Toxic Substances, 401M 
Street SW., Washington, D.C. 20460. The 
suspension also may be made orally, 
including by telephone, to the 
submitter’s EPA contact for that notice. 
EPA will send the submitter a written 
confirmation that the suspension has 
been granted (OMB Control No. 2070- 
0012).

(1) An oral request may be granted for
15. days only. To obtain a longer 
suspension, the Document Control 
Officer for the Office of Toxic 
Substances must receive written 
confirmation of the oral request. The 
notice review period is suspended as of 
the date of the oral request.

(ii) 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 Officer for the 
Office of Toxic Substances.

(c) Extension o f  notice review  period.
(1) At any time during the notice review 
period, EPA may determine that good 
cause exists to extend the notice review 
period specified in paragraph (a) of this 
section.

(2) If EPA makes such a 
determination, EPA will:

(i) Notify the submitter that EPA is 
extending the notice review period for a 
specified length of time, and state the 
reasons for the extension.

(ii) Issue a notice for publication in 
the Federal 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. 
However, 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 
additional information during the notice 
review period.

(iv) The submitter has failed to correct 
a notice after receiving EPA’s request 
under § 720.65(b).
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(d) N otice o f  expiration o f notice 
review  period. EPA will notify the 
submitter that the notice review period 
has expired or that EPA has completed 
its review of the notice. Expiration of the 
review period does not constitute EPA 
approval or certification of the new 
chemical substance, and does not mean 
that EPA may not take regulatory 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) W ithdrawal o f  a  notice by  the 
submitter. (1) A submitter may 
withdraw a notice during the notice 
review period. A statement of 
withdrawal must be made in writing to 
the Document Control Officer (TS-793), 
Office of Pesticides and Toxic 
Substances, 401M St. SW., Washington,
D.C. 20460. The withdrawal is effective 
upon receipt of the statement by the 
Document Control Officer (OMB Control 
No. 2070-0012).

(2) If a manufacturer or importer 
which withdrew a notice later resubmits, 
a notice for the same chemical 
substance, a new notice review period 
begins.

§ 270.78 Recordkeeping
(a) Any person who submits a notice 

under this Part must retain 
documentation 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 
production volume for the first three 
years of production or import, the date 
of commencement of manufacture or 
import, and documentation of this 
information. This information must be 
retained for five years from the date of 
commencement of manufacture of 
import.

(b) Persons who manufacture or 
import a chemical substance under the 
terms of a research and development 
exemption must retain documentation of 
compliance with the exemption, 
including copies of the information they 
used to determine the need to make any 
notification of risk to health under
§ 720.36 for five years from the final 
date of manufacture or import under the 
exemption.

(c) Any person who obtains a test­
marketing exemption under this Part 
must retain documentation of 
information in the application and 
documentation of compliance with any 
restrictions 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 (OMB 
Control No. 2070-0012).

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.

(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.

(ii) When a person submits 
information 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 
attachments if any information is 
claimed confidential.

(i) One copy of the form and 
attachments must be complete. In that 
copy, the submitter must mark the 
information which is claimed 
confidential in the manner prescribed on 
the notice form.

(ii) The second copy must be complete 
except that all information claimed as 
confidential in the first copy must be 
deleted. EPA will place the second copy 
in the public file. „

(iii) If the submitter does not provide 
the second copy, the submission is 
incomplete and the notice review period 
does not begin to run until EPA receives 
the second copy, in accordance with
§ 720.65(c)(vi).

(c) EPA will disclose information that 
is subject to a claim of confidentiality 
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 v 
information at the time it is submitted to 
EPA, EPA may make the information 
public and place it in the public file 
without further notice to the submitter 
(OMB Control No. 2070-0012).

§ 720.85 Chemical Identity.
(a) Claims applicable to the p eriod  

prior to com m encem ent o f  manufacture 
or import. (l)(i) A person who submits 
information to EPA under this Part may 
assert a claim of confidentiality for the 
chemical identity of the new chemical 
substance. This claim will apply only to 
the period prior to the commencement 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 
import 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 
accordance 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 
accepted by EPA in the prenotice 
consultation 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 
chemical identity to the maximum 
extent possible. The generic name will 
be subject to EPA review and approval 
at the time a notice of commencement is 
submitted.

(3) (i) Any person who intends to 
assert 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 
substance.

(B) A proposed generic name(s) which 
in only as generic as necessary to 
protect the confidential chemical 
identity of the new chemical substance. 
The name(s) should reveal the chemical 
identity of the substance to the 
maximum extent possible.

(ii) Within 30 days, EPA will inform 
the submitter either that one of the 
proposed generic names is adequate or 
that none is adequate and further 
consultation is necessary.

(4) If a submitter claims chemical 
identity to be confidential under this 
paragraph, and if the submitter complies 
with paragraph (a)(2) of this section, 
EPA will issue for publication in the 
Federal Register notice describéd in
§ 720.70 the generic name proposed by 
the submitter or one agreed upon by 
EPA and the submitter.

(b) Claims applicable to the p eriod  
after com m encem ent o f m anufacture or
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import. (1) Any claim of confidentiality 
under paragraph (a) of this section is 
applicable only until the substance is 
manufactured or imported for 
commercial purposes and becomes 
eligible for inclusion on the Inventory.
To maintain the confidential status of 
the chemical identity when the 
substance is added to the Inventory, a 
submitter must reassert the 
confidentiality claim and substantiate 
the claim in the notice of 
commencement of manufacture required 
uner § 720.102. A submitter may not 
claim the chemical indentity 
confidential for the period after 
commencement of manufacture or 
import unless the submitter claimed the 
chemical identity confidential for the 
period prior to commencement of 
manufacture or import under paragraph
(a) of this section.

(2) (i) A person who believes that 
public disclosure of the fact that anyone 
manfactures or imports the new 
chemical substance for commercial 
purposes would reveal confidential 
business information may assert a claim 
of confidentiality under this paragraph.

(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 
accordance with § 720.90(c), EPA will 
deny a claim asserted under this 
paragraph.

(3) Any person who asserts a 
confidentiality claim for chemical 
identity must:

(i) Comply with the requirements of 
paragraph (a)(3) of this section regarding 
submission of a generic name.

(ii) Agree that EPA may disclose to a 
person with a bona fid e  intent to 
manufacture or import the chemical 
substance 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.

(iii) Have available for the particular 
chemical substance, and agree to furnish 
to EPA upon request:

(A) An elemental analysis.
(B) Either an X-ray diffraction pattern 

(for inorganic substances), a mass 
spectrum (for most other substances), or 
an infrared spectrum of the particular 
chemical substance, or if such data do 
not resolve uncertainties with respect to 
the identity of the chemical substance, 
additional or alternative spectra or other 
data to identify the chemical substance.

(iv) Provide a detailed written 
substdhtiation 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 
competitor use such information given 
the fact that the identity of the 
substance otherwise would appear on 
the Inventory of chemical substances 
with no link between the substance and 
your company or industry? How 
substantial would the harmful effects of 
disclosure be? What is the casual 
relationship 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 
licenses to others with respect to the 
patent as it applies to the chemical 
substance? If the chemical substance 
has been patented and therefore 
disclosed through the patent, why 
should it be treated as confidential for 
purposes of the Inventory?

(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 
imported for a commercial purpose by 
anyone?

(E) Is the fact that someone is 
manufacturing or importing this 
chemical substance for commercial 
purposes available to the public, e.g., in 
technical 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 importing 
this substance for a commercial 
purpose?

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

(H) In what form does this particular 
chemical substance leave the site of 
manufacture, e.g., as part of a product; 
in an effluent or emission stream? If so, 
what measures have you taken to guard 
against discovery of its identity?

(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 product?

(J) For what purpose do you 
manufacture or import the substance?

(K) Has EPA, another Federal agency, 
or any Federal court made any pertinent 
confidentiality determinations regarding 
this chemical substance? If so, copies of

such determinations must be included in 
the substantiation.

(L) If the notice includes a 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 confidentiality.

(5) (i) EPA will publish a generic name 
on the public Inventory if:

(A) The submitter asserts a claim of 
confidentiality in accordance with this 
pargraph.

(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.

(ii) Publication of a generic name on 
the public Inventory does not create a 
category for purposes of the Inventory. 
Any person who has a bona fid e  intent 
to manufacture or import a chemical 
substance which is described by a 
generic name on the public Inventory 
may submit an inquiry to EPA under
§ 720.25 (b) to determine whether the 
particular chemical substance is 
included on the confidential Inventory.

(iii) Upon receipt of a request 
described in § 720.25 (b), EPA may 
require the submitter which originally 
asserted confidentiality for a chemical 
substance to submit to EPA the 
information listed in paragraph (b) (3) 
(iii) of this section.

(iv) Failure to submit any of the 
information required under paragraph 
(b) (3) (iii) 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 
Inventory without further notice to the 
original submitter.

(6) If a submitter asserts a claim of 
confidentiality under this paragraph, 
EPA will examine the generic chemical 
name proposed by the submitter.

(i) If EPA determines that the generic 
name proposed by the submitter is only 
as generic as necessary to protect the 
confidential identity of the particular 
chemical substance, EPA will place that 
generic name on the public Inventory.

(ii) If EPA determines that the generic 
name proposed by the submitter is more 
generic than necessary to protect 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 maximum 
extent possible.
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(iii) If the generic name proposed by 
EPA is acceptable to the submitter, EPA 
will place that generic name on the 
public Inventory.

(iv) If the generic name proposed by 
EPA is not acceptable to the submitter, 
the submitter must explain in detail why 
disclosure of that generic name would 
reveal confidential business information 
and propose another generic name 
which is only as generic as necessary to 
protect the confidential 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 Inventory. 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 submitter’s proposed 
generic name is not acceptable, EPA will 
notify the submitter of EPA’s choice of a 
generic name. Thirty days after this 
notification, EPA will place the chosen 
generic name on the public Inventory.

§ 720.87 Categories or proposed 
categories of uses of a new chemical 
substance.

(a) A person who submits information 
to EPA under this Part on the categories 
or projposed 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 proposed 
categories of use of the chemical 
substance. .

(2) Provide, in nonconfidential form, a 
description of the uses that is only as 
generic as necessary to protect the 
confidential business information. The 
generic use description will be included 
in the Federal Register notice described 
in § 720.70.

(c) The person must submit the 
information required by paragraph (b) of 
this section in the manner specified in 
the notice form.

§ 720.90 Data from health and safety 
studies.

(a) Information other than sp ecific  
chemical identity. Except as provided in 
paragraph (b) of this section, EPA will 
deny any claim of confidentiality with 
respect to information included in a 
health and safety study, unless the 
information would disclose confidential 
business information concerning:

(1) Processes used in the manufacture 
or processing of a chemical substance or 
mixture.

(2) In the case of a mixture, the 
portion of the mixture comprised by any

of the chemical substances in the 
mixture.

(3) Informaton which is not in any 
way related to the effects of a substance 
on human health or the environment, 
such as the name of the submitting 
company, cost or other financial data, 
product development or marketing 
plans, and advertising plans, for which 
the person submits a claim of 
confidentiality in accordance with 
§ 720.80.

(b) S pecific chem ical identity. (1) 
Claims applicable to p eriod  prior to 
com m encem ent o f manufacture. A claim 
of confidentiality for the period prior to 
commencement of manufacture or 
import for the chemical identity of a 
chemical substance for which a health 
and safety study was submitted must be 
asserted in conjunction with a claim 
asserted under § 720.85(a).

(2) Claims applicable to p eriod  after 
com m encem ent o f  m anufacture or 
im port fo r  com m ercial purposes. To 
maintain the confidential status of the 
chemical identity of a chemical 
substance for which a health and safety 
study was submitted after 
commencement of manufacture or 
import, the claim must be reasserted and 
substantiated 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 disclose processes used in the 
manufacture or processing of a chemical 
substance or mixture? Describe how this 
would occur. In responding to the 
question in § 720.85(b)(3)(iv)(A), explain 
what harmful competitive effects would 
occur from disclosure of this process 
information. *

(ii) Would disclosure of the chemical 
identity disclose the portion of a mixture 
comprised by any of the substances in 
the mixture? Describe how this would 
occur. In responding to the question in
§ 720.85(b)(3)(iv)(A), explain what 
harmful competitive effects would occur 
from disclosure of this information.

(iii) 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 sufficient to interpret the 
studies.

(c) D enial o f 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 
information 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 o f  generic nam es. When EPA 
discloses a health and safety study 
containing a specific chemical identity, 
which the submitter has claimed 
confidential, 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. (OMB Control 
No. 2070-0012)

§720.95 Public file. V
All information submitted with a 

notice, including any health and safety 
study and other supporting 
documentation, 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 above will be 
available for public inspection in the 
Office of Toxic Substances Public 
Reading Room, Rm. E-107, 401M St., 
SW., Washington, DC 20460, during 
normal business hours.

Subpart F—Commencement of 
Manufacture or Import

§ 720.102 Notice of commencement of 
manufacture or im port

(a) A pplicability. Any person who 
commences to manufacture or import a 
new chemical substance for a 
commercial purpose for which that 
person previously submitted a section 5 
notice under this Part must submit s  ' 
notice of commencement of manufacture 
or import.

(b) When to report. (1) If manufacture 
or import for commercial purposes 
begins on or after the effective date of 
this rule, the submitter must submit the 
notice to EPA on 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 effective date of this rule.

(c) Inform ation to b e reported. The 
notice must contain the following 
information: 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 confidential
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Inventory, the claim must be reasserted 
and substantiated in accordance with 
§ 720.85(b). Otherwise, EPA will list the 
specific chemical identity on the public 
Inventory (OMB ControLNo. 2070-0012).

Subpart G—Compliance and 
Inspections

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

provision of this Part is a violation of 
section 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 
violation of section 15 of the Act even if 
that person was not requied to submit 
the notice under § 720.22 of this Part.

(c) Using for commercial purposes a 
chemical substance or mixture which a

person knew or had reason to know was 
manufactured, processed, or distributed 
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 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 
materially misleading or false 
information in connection with the 
requirements of any provision of this

rule may be subject to penalties 
calculated as if they never filed their 
notices.

(g) EPA may seek to enjoin the 
manufacture 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 
compliance with section 5 of the Act and 
this rule, to verify that information 
submitted to EPA under this rule is true 
and correct, and to audit data submitted 
to EPA under this rule.
BILLING CODE 6560-50-M
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Appendix A—Premanufacture Notice for New Chemical Substances
O.M.B. No. 2070-0012: Approval Expires 3-3-86

AGENCY USE ONLY
áfík | - r a A  United States 

iJ S r«  0 * 1 * 1 «  Environmental Protection 
Sani È \  Agency

Date of receipt

PREMANUFACTURE NOTICE 
FOR NEW CHEMICAL SUBSTANCES

When 
completed 
send this 
form to:

L DOCUMENT CONTROL OFFICER 
L  OFFICE OF TOXIC SUBSTANCES, TS-793 
W  U.S. E.P.A.
W 401 M STREET, SW 
f  WASHINGTON, D.C. 20460

Enter the total number of pages j 
in the Premanufacture Notice —---- ► |

Document cbntrol number EPA case number

GENERAL INSTRUCTIONS

You must provide all information requested in this form to the extent that it is known to or reasonably 
ascertainable by you. Make reasonable estimates if you do not have actual data.

Before you complete this form, you should read the "Instructions Manual for Premanufacture Notification" 
-(In stru ction s M anual).

P art I. GENERAL INFORM ATION

You must provide the chemical identity of the new chemical 
substance, even if you claim the identity as confidential. You may 
authorize another person to submit the identity for you, but your 
submission will not be complete and review will not begin until 
EPA receives this information

P art II. HUMAN EX P O SU R E AND ENVIRONM ENTAL 
RELEASE

You may need additional copies of part II, sections A and B if there 
are several manufacture, processing, or use operations that you 
will describe in the notice. You should reproduce these sections 
as needed.

Part III. L IST  OF A TTA CH M EN TS

You should attach additional sheets if you do not have enough 
space on the form to answer a question fully. In part III, list these 
attachments, any test data or other data, and any optional 
information that you include in the notice.

OPTIONAL INFORM ATION

You may include in the notice any information that you want EPA 
to consider in evaluating the new substance. The In stru ctio n s 
M anual identifies categories of optional information that you may 
want EPA to review.

CONFIDENTIALITY CLA IM S

You may claim any information in this notice as confidential. To 
assert a claim on the form, mark (X) the confidential box next to 
the information that you claim as confidential. To assert a claim in 
an attachment, circle or bracket the information you claim as 
confidential. If you claim information in the notice as confidential, 
you must provide a sanitized version of the notice, including 
attachments, to EPA with your submission. For additional 
instructions on claiming information as confidential, read the 
Instructions M anual.

Indicate below the categories of information you have claimed as 
confidential in the notice.

1 Q  SUBMITTER IDENTITY
2 □  CHEMICAL IDENTITY
3 □  PRODUCTION VOLUME
4 □  USE INFORMATION
5 □  PROCESS INFORMATION
6 □  PORTIONS OF A MIXTURE
7 □  OTHER INFORMATION

T E S T  DATA AND OTHER DATA

You are required to submit all test data in your possession or control 
and to provide a description of all other data known to or reasonably 
ascertainable by you if these data are related to the health and 
environmental effects of the manufacture, processing, distribution 
in commerce, use, or disposal of the new chemical substance. 
Standard literature citations may be submitted for data in the open 
scientific literature. Complete test data, hot summaries of data, 
must be submitted if they do not appear in the open literature. 
Following are examples of test data and other data. You should 
submit these data according to the requirements of §720.50 of the 
Premanufacture Notification Rule (40 CFR Part 720)

T e s t d ata  /

• Environm ental fa te  d ata
Spectra (UV, visible, and infrared)
Density of liquids and solids 
Water solubility 
Melting point/melting range 
Boiling point/boiling range 
Vapor pressure
Partition coefficient, n-octanol/water 
Biodegradation
Hydrolysis (as a function of pH)
Photochemical degradation 
Adsorption/desorption to soil types 
Dissociation constant .
Other physical/chemical properties

• H ealth e f fe c ts  data

Mutagenicity 
Carcinogenicity 
Teratogenicity 
Acute toxicity 
Repeated dose toxicity 
Metabolism studies 
Sensitization 
Irritation

• Environm ental e f fe c ts  d ata

Microbial and algal toxicity
Terrestrial vascular plant toxicity>(e.g., seed germination 

studies, growth inhibition) ^  '
Acute and chronic toxicity to animate, (e g., fish, birds, 

mammals, invertebrates)

O ther d ata

• R isk a sse s sm e n ts

• Structure/ectiv lty relationsh ip s
• T e st d ata  n ot in th e  p o sse ss io n  or co n tro l o f th e  su bm itter

£PA Form 7710-25 (4-26-83)
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CERTIFICATION

1 certify that to the best of my knowledge and belief:

1 . The company named in part I, section A, subsection 1 a of this notice form intends to manufacture or import for a 
commercial purpose, other than in small quantities solely for research and development, the substance identified 
in part I, section B.

2 . All information provided in this notice is complete and truthful as of the date of submission.

3 . 1 am submitting with this notice all test data in my possession or control and a description of all other data known 
to or reasonably ascertainable by me.as required by §720.50 of the Premanufacture Notification Rule.

C o n fi­
d en tia l

Signature of authorized official Date

Signature of agent — (if applicable) Date

Part 1 -  GENERAL INFORMATION

► Section A -  SUBMITTER IDENTIFICATION C onfi-
dential

Mark (X) the " Confidential"  box next to any subsection you claim as confidential.

l a .  Person Name of authorized official 
submitting

Title

Company

*

Mailing address (number and street)

City, State, ZIP code

b. Agent (if Name of authorized official 
applicable)

Title

Company
- „ f

Mailing address (number and street)

City, State, ZIP code

i—ic. If you dro subimtting this notice 3 S  part of 3  joint $ubt))issiOft, nicitk (X) this box.

2. Technical Name 
contact

Title

Company

Mailing address (number and street)

City, State, ZIP code 'Area code ' Number 
Telephone I I 

1
3 . If you have had a prenotice communication (PC) concerning this notice and EPA

assigned a PC Number to the notice, enter the number------------------------------------------►
Mark (X)
if  none----- —► LJ

4. If you have submitted a test-marketing exemption (TME) application for the chemical 
substance covered by this notice, enter the TME number assigned by EPA ------------- ►

Mark (X)
if  none -------►|~|

5 . If you have submitted a bona fide request for the chemical substance covered by
this notice, enter the bona fide request number assigned by EPA -------- ------------------►

Mark (X)
if  none ------->f~l

6. Type of Notice — Mark (X) i O Manufacture 2 D Import

FORM EPA 7710-25 (4-26-831 Page 2
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Part I -  GENERAL INFORMATION -  Continued

y  Section B -  CHEMICAL IDENTITY INFORMATION

Mark (XJ the "Confidential" box next to any item you claim as confidential.

C om p lete e ither item  1 or 2  a s  appropriate . C om p lete all o th er item s.
If another person will submit chemical identity information for you, mark (X) the box at the right.-------------
Identify the name, company, and address of that person in a continuation sheet.

— C o n fi­
d e n tia l

.C lass 1 or 2  ch e m ica l su b s ta n ce s  (for definitions of class 1 and class 2 substances, see the In stru ctio n s M anual) 
a. Class of substance — Mark (X) i  O Classi 2 O Class 2

b. Chemical name (preferably CAS or IUPAC nomenclature)

c. Molecular formula and CAS Registry Number (if known)

d. For a class 1 substance, provide a structural diagram. For a class 2 substance — (1) List the immediate precursor substances with their 
respective CAS Registry Numbers. (2) Describe the nature of the reaction or process. (3) Indicate the range of composition and the 
typical composition (where appropriate). (4) Provide a representative structural diagram (if possible).

Q  Mark (X) this box if  you attach a continuation sheet.
EPA-7710-25 (4-26-83) Page 3
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Part 1 -  GENERAL INFORMATION -  Continued

W  Section B -  CHEMICAL IDENTITY INFORMATION -  Continued
2 . P oly m ers (For a definition of polymer, see the In stru ctio n s M anual.)

a .  Indicate the lo w est number-average molecular weight composition of the polymer you intend to manufacture. Indicate the m axim um  
weight percent of low molecular weight species below 500 and below 1 ,000 absolute molecular weight of that composition. Describe 
the methods of measurement or the bases for your estimates.

C o n fi­
d en tia l

LU Mark (XI this box if  you attach a continuation sheet.

b . You must make separate confidentiality claims for monomer or other reactant identity, composition information, and residual 
information. Mark (X) the “ Confidential'’ box next to any item you claim as confidential.
(1 ) — Provide the chemical name and CAS Registry Number of each monomer or other reactant used in the manufacture of the polymer.
(2) — Indicate the ty p ica l weight percent of each monomer or other reactant in the polymer.
(3) — Mark (X) the identity column if you want a monomer or other reactant used at two weight percent or less to be listed as part

of the polymer description on the TSCA Chemical Substance Inventory.
(4) — Indicate the m axim um  weight percent of each monomer or other reactant that may be present as a residual in the polymer as

manufactured for commercial purposes.

Monomer or other reactant and CAS Registry Number 

(1)

C onfi­
dential

Typical
composition

(2)

Identity 
Mark (X) 

(3)

C onfi­
dential

Maximum
residual

(4)

C o n fi­
d en tial

% %

% %

% %

% %

% %

% %

% %

□  Mark (X) this box i f  you attach a continuation sheet.

c . Provide a representative structural diagram of the polymer, if possible.

CH Mark (X) this box if  you attach a continuation sheet.

FORM EPA-7710-25 (4-26-83) Pag« 4
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Part I -  GENERAL INFORMATION -  Continued

► Section B -  CHEMICAL IDENTITY INFORMATION -  Continued
3 .  Im p u rities *

tai -f- Identify each impurity tha t may be reasonably anticipated to be present in the chemical substance as. manufactured for
commercial purposes. Provide the CAS Registry Number if available. If there are unidentified impurities, enter “ unidentified."

(h) — Estimate the weight percent of each impurity. If there are unidentified impurities, estimate their total weight percent.

Impurity and CAS Registry Number 

(a)

Maximum
percent

<b>

C o n fi­
d en tia l

%

%

%

□  Mar* IX) this box if  you attach m continuation sheet.

4 .  Synonym s — Enter any synonyms for die new chemical substance identified in subsection 1 or 2.

CD Mark IX) this box if  you attach a continuation sheet.

C o n fi­
d e n tia l

5 . Trade id e n tifica tio n  — List trade names for the new chemical substance identified in subsection 1 or 2.

nu  Mark (X) this box if you attach a continuation sheet.
6 .  G eneric ch e m ica l n am e — If  you claim chemical identity as confidential, enter die generic chemical name that you developed with EPA 

during prenotice communication. If you have not developed a generic name with EPA, provide a generic name 
that reveals the specific chemical identity of the new chemical substance to the maximum extent possible. 
Read the TSCA Chemical Substance Inventory, Initial Inventory, Volume I for guidance bn developing generic 
names.

D Mark (X) this box if  you attach a continuation sheet.
7. B y p rod u cts—Describe any byproducts resulting from the manufacture, processing, use, or disposal of the new chemical substance at 

sites you control. Provide the CAS Registry Number if available.

Byproduct

I f f

CAS Registry Number 

424

C o n fi­
d e n tia l

Q  Mark IX) this box if you attach a continuation sheet.

Page 5
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Part I -  GENERAL INFORMATION -  Continued

Section C -  PRODUCTION, IMPORT, AND USE INFORMATION
Mark IX) the " Confidential"  box next to any item you claim as confidential.

1 .  P rod u ction  volum e — Estimate the m axim um  production volume during the first 12 months of production. Also estimate the 
m axim um  production volume for any consecutive 12-month period during the first three years of production. ____________

Maximum 12-month production (kg/yr)Maximum first 12-month production (kg/yr)

C o n fi­
d en tia l

U se  Inform ation
You must make separate confidentiality claims for the description of the category of use, the percent of production volume devoted to 
each category, the formulation of the new substance, and other use information. Mark IX) the "Confidential" box next to any item you -  
claim as confidential.
a .  (1) — Describe each intended category of use of the new chemical substance by functionarid application.

(2) — Estimate the percent of total production for the first three years devoted to each category of use.
(3) — Estimate the percent of the new substance as formulated in mixtures, suspensions, emulsions, solutions, or gels as manufactured

for commercial purposes at sites under your control associated with each category of use.
(4) — Mark (X) whether the use is site-limited, industrial, commercial, or consumer. Mark more than one column if appropnate.

Category of use 

(1)

Confi­
dential

Production
(percent)

(2)

C onfi­
dential

Formulation
(percent)

(3)

Confi-
dentici

Mark IX) appropriate column(s) 
(4) C on fi-

Site-
limited

Indus­
trial

Com­
mercial

Con­
sumer

d en tia l

% %

¡1 - '

•

.y 1 y  1 "  i'î i 1 » M1 i.i.

% %

■ * - *

>  *

% %

J

% %

4

|  p |

I I Mark IX) this box if  you attach a continuation sheet.

b . Generic 
use
description

If you claim any category of use description in subsection 2a as confidential, enter a generic description of that 
category. Read the In stru ctio n s M anual for examples of generic use descriptions.

Q  Mark IX) this box if  you attach a continuation sheet.
H azard Inform ation  —Include in the notice a copy or reasonable facsimile of any hazard warning statement, label, material safety data sheet, or 

other information which will be provided to any person regarding protective equipment or practices for the safe handling, 
transport, use, or disposal of the new chemical substance. List in part III any hazard information you include.

O  Mark IX) this box if  you attach hazard information.

FORM EPA-7710-25 (4-26-83* Page 6
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Part II -  HUMAN EXPOSURE AND ENVIRONMENTAL RELEASE

► Section A -  INDUSTRIAL SITES CONTROLLED BY THE SUBMITTER
C om plete se c tio n  A fo r  e a c h  type o f m an u factu re , p ro cessin g , or u se  op eration  involving th e  new  ch e m ica l 
su b s ta n ce  a t  industrial s ite s  you co n tro l.

Mark (X) the "Confidential”  box next to any item you claim as confidential.

1 . O peration d escrip tion

a . Identity— Enter the identity of the site at which the operation will occur.
C o n fi­
d e n tia l

Name

Site address (number and street) x " !" T

City, County, State, ZIP code

If the same operation will occur at more than one site, enter the number of sites.--------------------------->• *
Identify the additional sites on a continuation sheet.

□  Mark (X) this box if you attach a continuation sheet.

b. Type —
Mark (X) i— » r—, I— |

t  L I  Manufacturing 2 LJ Processing 3 LJ Use

c. Amount and Duration — Complete 1 or 2 as appropriate . N

1. Batch
Maximum kg/batch I Hours/bateh I Batches/yearx

2. Continuous
Maximum kg/day I Hours/day I Days/y ear

d. Process description
(1 ) Diagram the major unit operation steps and chemical conversions.
(2) Provide the identity, the approximate weight (by kg/day or kg/batch), and entry point of all feedstocks (including reactants, 

solvents, and catalysts).
(3) Identify by number thé points of release to the environment of the new chemical substance.

□  Mark (X) this box if you attach a continuation sheet.
KlHM EPA 7710-25 (4 26 83I Page 7
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Part II -  HUMAN EXPOSURE AND ENVIRONMENTAL RELEASE -  Continued

^  Section A -  INDUSTRIAL SITES CONTROLLED BY THE SUBMITTER -  Continued
2 .  O ccu p ation al Exposure

You must make separate confidentiality claims for the description of worker activity, physical form of the new chemical substance, 
number of workers exposed, and duration of activity. Mark (X) the "Confidential" box next to any item you claim as confidential.
(1) — Describe the activities in which workers may be exposed to the new chemical substance. Include activities in which workers wear protective equipment.
(2) — Indicate the physical form(s) of the new chemical substance at the time of exposure.
(3| — Estimate the maximum number of workers involved in each activity.
(4) and (5) — Estimate the maximum duration of the activity for any worker in hours per day and days per year.

Worker activity

i n

Confi­
dential

Physical
form(s)

12)

C onfi­
dential

Maximum
number

(3)

Confi­
dential

. Maximum duration
C o n fi­
d en tia lHrs/day

14)
Days/yr

(5)

D  Mark (X) this box if you attach a continuation sheet.

3. Environmental Release and Disposal \
You must make separate confidentiality claims for the release number and the amount of the new chemical substance released and 
other release and disposal information. Mark (X) the "Confidential" box next to each item you claim as confidential.
(1) — Enter the number of each release point identified in the process description, part II, section A, subsection 1d(3).
(2) — Estimate the amount of the new chemical substance released directly to the environment or into control technology (in kg/day or kg/batch).
(3) — Identify the media (air, land, or water) to which the new substance will be released from that release point. ^
(4) — Describe control technology, if any, that will be used to limit the release of the new substance to the environment. For

releases disposed of on land, characterize the disposal method.
(5) — Identify the destination(s) of releases to water.

Release
Number

(1)

Amount of new substance 
released 

(2)
Confi­
dential

Media of 
release 

(3)
Control technology 

(4)

C on fi­
dential

ctesÌnatìonls) of 1 EH POTW (publicly owned treatment works) 3 EH Other — Specify^ 
releases to water. 2 EH Navigable waterway

EH Mark (X) this box if you attach a continuation sheet.
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Part II -  HUMAN EXPOSURE AND ENVIRONMENTAL RELEASE -  Continued

> Section B -  INDUSTRIAL SITES CONTROLLED BY OTHERS
C om pleta se c tio n  B  fo r e a c h  type o f  p ro cessin g  or u se  op eration  involving th e  new  ch e m ica l su b s ta n ce  a t s ite s  you do n ot co n tro l. 

To claim information in this section as confidential, circle or bracket the specific information that you claim as confidential.

Operation description
Describe the typical processing or use operation, identify the unit operation steps which may occur during the operation. Estimate 
the number of sites at which the operation is likely to occur. Identify situations in which worker exposure to and/or environmental 
release of the new chemical substance may occur. Estimate the percent of new chemical substance as formulated in products 
manufactured for commercial purposes in the operation or as used in the operation. Estimate the number of workers exposed, and 
the duration of exposure. Identify controls which limit worker exposure and environmental release if typically used. Identify 
byproducts which may result from the operation.

D  Mark (X) this box if  you attach a continuation sheet. 
fORM EPA-7710-25 (4-26-831 Page 9
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Part III -  LIST OF ATTACHMENTS

Attach continuation sheets for sections of the form and test data and other data (including physical/chemical properties and. 
structure/activity information), and optional information after this page. Clearly identify the attachment and the section of the form to 
which it relates, if appropriate. Number consecutively the pages o f the attachments. In the column below, enter the inclusive page 
numbers of each attachment.
Mark (X) the "Confidential" box next to any attachment n am e you claim as confidential. Read the In stru ctio n s M anual for 
guidance on how to claim any information in an attachment as confidential. You must include with the sanitized copy of the notice 
form a sanitized version of any attachment in which you claim information as confidential.

Attachment name
Attachment 

page Humberts)4
C o n fi­
d ential

*

y

•

;

□  Mark (X) this box it you attach a continuation sheet. Enter the attachment name and number.

FOAM EPA-7710-25 <4-26-831 Page 10
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