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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 720
[FRL—1314~1; OTS-050002€E]

Reproposal of Premanufacture Notice
Form and Provisions of Rules

AGENCY: Environmental Protection
Agency (EPA), Office of Toxic
Substances.

ACTION: Reproposal of Toxic Substances
Control Act (TSCA) Premanufacture
Notice (PMN) forms and provisions of
rules: request for public comment.

SUMMARY: On January 10, 1979, EPA
proposed rules and notice forms to
govern premanufacture notification for
new chemical substances in accordance
with section 5{a){1)(A) of TSCA. In
response to numerous comments, EPA is
reproposing the following: (1) Briefer
notice forms for domestic
manufacturers, importers, and exporters
that require submitters to provide
significantly less detailed information,
and (2) certain provisions of the rules
concerning confidentiality and
supplemental reporting,

DATES: Written comments must be
submitted by November 30, 1979. EPA
will meet with interested members of
the public who wish to discuss and
comment on this reproposal from
October 18, 1979 to November 30, 1979,
Following the 45-day period, the Agency
will hold at least one public meeting to
discuss the comments. Persons who
want to meet with Agency

representatives either during or after the

comment period should refer to the
section of this notice entitled
“Comments and Public Meetings”,
ADDRESS: All comments should bear the
identifying notation OTS-050002E and
be addressed to Document Control
Officer, Office of Toxic Substances (TS~
793), EPA. 401 M Street, SW.,
Washington, D.C. 20460.

FOR FURTHER INFORMATION CONTACT:
Mr. John B. Ritch, Director, Industry
Assistance Office (TS-799), U.S.
Environmental Protection Agency, 401 M
Street, SW., Washington, D.C. 20460;
800—424-9065 toll free; in Washington,
D.C., please call 554-1404.
SUPPLEMENTARY INFORMATION: EPA
proposed the Premanufacture
Notification Requirements and Review
Procedures (40 CFR Part 720) on January
10, 1979 (44 FR 2242). Section 5(a){1}(A}
of TSCA requires each person who

intends to manufacture or import a new
chemical substance for a commercial
purpose to submit a PMN to EPA at least
90 days before he commences such
manufacture or importation. A “new”
chemical substance is one that is not
included on the TSCA section 8(b)
Inventory of Chemical Substances. At
the end of the notification period, the
person may manufacture or import the
substance unless EPA has taken action
to ban or otherwise-regulate the
substance. The requirement to submit
PMN’s took effect on July 1, 1979, 30
days after EPA first published the TSCA
Inventory (44 FR 28558 May 15, 1979].
Thirty days after the Agency publishes
the Revised Inventory [see 44 FR 28558,
28561-64) the premanufacture .
requirements will apply to importers of
new chemical substances as a part of
mixtures. On May 15, 1979, EPA
published a Statement of Interim Policy
(44 FR 28564) to govern the submittal
and review of premanufacture notices
prior to promulgation of the final rules
and forms. Under the Interim Policy, a
PMN must satisfy the requirements of
section 5 of TSCA.

Following is an index to the remainder
of this preamble and the major elements
of this reproposal.

Preamble

L The Premanufacture Notice Form

A. Jenuary 10 Proposed Form

1. General Approach

2. Summary of Public, Comments

B. Revised PMN Form

1. General Approach

2. Optional Part

3. Forms for Importers and Exporters

4. Estimated Costs

C. Related Issues

1. Customer Information

2. Form for Low Volume Substances

3. Followup Reporting

D. Section-by-Section Review

1. Manufacturer identification

2. Production and Marketing Data

3. Federal Register Notice

4. Risk Assessment Data

5. Worker Exposure

6. Environmental Release

7. Byproducts, Co-products, Feedstocks and
Intermediates

8. Transport

9. Process Flow Description

10. Consumer and Commercial Exposure

1L Confidentiality

A. Issues Addressed in this Proposal

B. Asserting and Substantiating Claims of
Confidentiality

1. January 10 Proposal

2, Summary of Comments on January 10
Proposal

3. Revised Approach for Asserting and
Substantiating Claims of Confidentiality

C. Submittal of Generic Information if
Certain Information is Claimed
Confidential

1. January 10 Proposal

2. Summary of Comments on January 10
Proposal

3. Revised Approach

111. Supplemental Reporting

A. fonuary 10 Proposal

B. Summary of Comments on January 10
Proposal

C. Revisions to Proposed § 720.50

D. Revisions to Proposed § 720.51

IV. Costs and Economic Impact Issues

A. January 10 Proposal

B. Summary of Comments on January 10
Proposal

C. Revised Analysis

V. Comments and Public Meetings

IV. Public Record

+ MBI s M O——a s 7.

" Reproposed Premanufacture Rules

1. Confidentiality: 40 CFR 720.40-.45
I. Supplemental Reporting: 40 CFR 720.50
and 720.51

Revised PMN Forms

L. General Premanufacture Notice Form (Form
for Domestic Manufacturers)

Appendix A.—Instructions for Asserting
and Substantiating Claims of
Confidentiality )

Appendix B.—Examples of Asserting and
Substantiating Claims of Confidentiality

Appendix C.—Examples of Process
Descriptions

II. Importers Form .
III. Exporters Form -

1. The Premanufacture Notice Form
A. January 10 Proposed Form

1. General Approach. The January
proposal included the following four
separate notice forms that were similar
in scope and content but designed for
different purposes: (1) Domestic
manufacturers, (2) importers, (3)
processers, and (4) foreign
manufacturers/suppliers.

The form for domestic manufacturers
and importers contained mandatory and
optional parts. The mandatory parts
primarily required information on the
identity of the manufacturer or importer,
the specific identity of the new chemical
substance; and production, use, and
human and environmental exposure.
Submitters were required to provide the
information requested in the mandatory
parts to the extent it was “known to or
reasonably ascertainable by” them. The
optional parts identified information
concerning engineering and industrial
hygiene safeguards, economics, and the
assessment of the sufficiency of data
submitted on health and environmental
effects. If a submitter believed that
additional information, other than that
requested in the form, would
significantly affect EPA's assessment of
risk, he could provide it voluntarily. EP
intended for the notice submitter to
consider the properties of the new
chemical substance. the nature of the

business venture, and the costs of
completing the optional-section(s) when
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deciding if it is in his best interest to
submit the information contained in the
optional part.

2. Summary of Comments on January
10 Proposal. Public interest
organizations, other federal agencies,
and organized labor generally supported
the Janmuary 10 proposed forms.
Individual companies and trade
associations commented that the
information requirements of the
proposed forms were excessive both in
scope and level of detail. Industry
commenters primarily were concerned
about the specific estimates required in
the worker exposure and environmental
release sections (e.g., estimates of the
concentration of the new chemical
substance in effluent streams). The
commenters stated that much of these
data would not be available at the time
a PMN was submitted and that
estimates based on pilot-plant _
operations would be unreliable because
transfer of production from pilat-plant
operation to full-scale operation usually
results in a change of almost every
equipment parameter. In addition, they
stated that the cost of generating such
data would impose unreasonable
burdens upon submitters. A large
number of industry commenters stated
that EPA lacks statutory authority to
require much of the information in the
January 10 proposal.

Several industry commenters
submitted alternative forms with their
comments. Generally, these forms were
based upon a narrower interpretation of
EPA's statutory authority and data
needs than that taken by the Agency.
The Chemical Manufacturers
Association (CMA—formerly the
Manufacturing Chemists Association)
submitted a form that would reduce
both the scope and the level of detail of
the information EPA would receive. For
example, questions concerning the
trangport of the new chemical substance
and estimates of workplace
concentrations would be optional in the
CMA form..Many commenters endorsed
the CMA form; some submitted forms -
with even further data deletions,
requiring in some instances little more
than the name of the submitter and the
chemical identity.

Consistent with this narrow
interpretation of the premanufacture
notification requirements, several
industry commenters stated that the
level of detail of the proposed forms.
indicated that EPA's program objectives
went far beyond the intent of Congress.
They stated that Congress intended the
information requirements of a PMN to
be modest in scope and that the time
and effort required to submit it should

be minimal, They also commented that
the Agency's proposed form seemed
more appropriate for a registration or
certification program (similar te the
program for registering pesticides under
the Federal Insecticide, Fungicide and
Rodenticide Act), instead of a more
limited notification program. They
stated that EPA’s proposed approach
would significantly impede innovation
in the chemical industry.

Finally, some in industry commented
that because EPA did not provide
specific guidance as to what is meant by
the phrase “known to or reasonably
ascertainable,” it was unclear how much
effort EPA expected submitters to
expend to gather and format certain

types of data. )
B. Revised PMN Form

Sections 5{(d)(1}(A), (B) and (C} of the
Act authorize EPA to require the data
specified in both the January 10 proposal
and the current reproposal. EPA does
not agree with industry’s narrow
interpretation of the Agency’s statutory
authority; therefore, the reduced data
requirements of the current reproposal
do not reflect a determination by EPA
that it lacks statutory authority to
require additional information. Based on
the comments EPA received on this
reproposal, the Agency may expand the
data requirements when it promulgates
the final rules and forms.

EPA has two major objectives in
revising the January 10 proposed notice
form: (1) To obtain adequate information
to permit at least a preliminary
assessment of the risks associated with
the manufacture, processing,
distribation in commerce, use, and
disposal of new chemical substances;
and (2} to achieve this objective ata
minimum cost to persons submitting
notices. In revising the notice form, EPA
considered the minimum information
and level of detail necessary forsuch a
preliminary assessment, the likely
availability of such information, and the
associated costs.

Since January EPA has further defined
key phases of its process for reviewing
PMNs, including infermation needed for
each phase. The Agency faces both time
and resource limitations on its ability to
review notices. Also, EPA assumes that
although some new substances may
present risks to health or the
environment, most will not require
regulatory attention by the Agency.
Thus at the beginning of the review
process, EPA will review each PMN in
an Initial Screen, to identify a small
number of chemicals that will be the
subject of more detailed assessments
and possible regulatory actions. At this
time we believe that the information

required by the revised form, plus
information available to the Agency
through quick literature searches, will be
adequate to perform this screening

on.

In particular, the revised form is
designed to provide EPA information to
make the following decisions at the end
of the screening phase: (1) Select some
substances for more detailed evaluation
and for which additional exposure or
toxicological data are needed; (2)
Identify some that will be subject to
requirements for followup reporting
concerning their commercial
development; {3} Eliminate others from
further consideration; and (4) Select a
limited number for immediate regulatory
attention. When EPA needs additional
exposure information, the Agency
intends to obtain it from submitters
during the notice review period, either
voluntarily or by using the authorities of
sections 8(a} and 11(c) of TSCA. {Also
see Section IHl, Supplemental Reporting.)
For followup reporting, EPA will issue
requirements under sections 8 and
5{a)(2). (See Section I-C-3, Related
Issues—Followup Reporting.} This —
appmach eliminates the need for
companies to submit a considerable
amount of information that is not related
to EPA's decisionmaking.

Finally, EPA believes that t!ns i
approach is more cost effective than the
one proposed in January. The revised
form requests all of the major types of
information contained in the January
proposal, but at a significantly reduced
level of detail. EPA will impose
additional reporting burdens only when
warranted, based on the contents of
PMNs and other information available
to the Agency. This will considerably
reduce industry’s costs of compiling and
reporting information on new
substances, as demonstrated by the
revised cost esfimates described below.
(See Section I-B—4, Estimated Costs.)

EPA welcomes comments on whether
the objectives discussed above could be
accomplished by less burdensome,
alternative strategies. Specifically, the
Agency encourages representatives of
public interest organizations and smali
businesses to comment.

1. General Approach. The revised
forms maintain the mandatory and
optional approach of the forms proposed
in January. The notice submitter must
provide the information in the
mandatory parts of the revised forms to
the extent it is known to or reasonably
ascertainable by him. This includes all
information in the submitter's
possession or control as well as
information that he could obtain without
unreasonable burden or cost.
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Many in industry have expressed
difficulty in determining what
information EPA considers to be
“reasonably ascertainable™.
Specifically, they are uncertain about
the effort EPA expects them to make in
obtaining certain types of information.
This is particularly true for information
concerning exposure levels, byproducts,
and impurities. EPA has considered
defining, for each item of information
requested in the form, what the Agency
considers to be “reasonably
ascertainable”. However, what would
be a'reasonable effort for one company
under a certain set of circumstances
could be extremely burdensome and
costly for the same company under
different circumstances (e.g., producing
a different chemical substance) or for
another company in the same situation.
Therefore, a specific definition of
“reasonably ascertainable” may result
in inequitable treatment of notice
submitters. Under the regulations
proposed in January, the notice
submitter would be responsible for
deciding whether and how to obtain the
required data, and when information
requested in the form is not reasonably
ascertainable. In most instances, data
generation activities that are so costly
as to preclude commercialization of a

new substance would not be reasonable.

EPA is continuing to evaluate this issue
as part of the rulemaking.

2. Optional Part. To simplify this
reproposal, EPA has not published the
optional part of the revised form in this
notice. EPA intends to revise the
optional part of the form, to include
most of the information that the Agency
deleted from the mandatory part of the
form.

Specifically, EPA would make
optional some of the information
included in Part II, Section B, questions
1-5 of the January proposal. Such
information includes: (1) Detailed
descriptions and estimates of the
magnitude, duration, and frequency of
worker exposure to the new chemical
substance; (2) explanations of how
worker exposure estimates are derived;
(3) descriptions of analytical sampling
methods and capabilities; (4) site-
specific data, including stack
parameters and water effluent and air
emission concentrations; (5}
explanations of how environmental
release estimates are derived: (6}
estimates of the efficiency of disposal
methods; (7) descriptions of worker
exposure during normal disposal
operations; (8) descriptions of worker
exposure to byproduct materials; (9)
estimates of the concentration and flow
rate of byproduct materials in water

effluent and air emission streams; {10)
descriptions of potential hazards to
transport operators during normal
operations and in the event of spills; (11}
descriptions of safeguards taken to limit
risks during transport; (12) detailed
descriptions of the magnitude, duration
and frequency of consumer exposure to
the new chemical substance; and (13)
descriptions of how consumer exposure
estimates are derived. The optional
section also would include questions
concerning these data as they relate to
processing operations.

As with the January form, at their
discretion, manufacturers may submit
any section(s) of the optional part with
the revised notice form. This optional
information would not be required, and
a PMN would be complete and satisfy
the statutory requirements if only the
mandatory part of the form is
completed. EPA is considering providing
guidance in‘the instructions manual to
the final forms, to aid submitters in
deciding whether to submit any of the
optional information. EPA would not
require manufacturers to submit any of
the optional information; rather, it
would identify particular situations
when the Agency would be most
interested in obtaining the optional
information. The Agency welcomes
comments on the necessity and
feasibility of such guidance.

EPA received comments that
companies should be able to submit
optional information in any reasonable
format. For example, it was suggested
that notice submitters be permitted to
submit portions of documents which
they previously developed, such as
standard industrial manuals in lieu of
completing the optional industrial
hygiene section. EPA agrees with this
approach to obtaining information on a
voluntary basis. Although the approach
undoubtedly will increase EPA's burden
in reviewing PMN's, it could
significantly reduce the costs of
submitting optional information.

3. Forms for Importers and Exporters.
EPA also is proposing separate notice
forms for importers and exporters. (The
January 10 proposal did not include a
separate form for exporters.) These
forms closely parallel the revised form
for domestic manufacturers and are
consistent with that form in scope and
level of detail. Under the rules proposed
in January, importers and exporters
would not be required to report
information concerning commercial
activities outside the United States.
However, importers and exporters
would be required to report information
concerning domestic operations.

Only submitters who are
manufacturing or processing a new

chemical substance solely for export
would use the export form. Moreover to
use the form, any processing would have
to be conducted at sites under the .
control of the manufacturer. If the new
chemical substances were transferred to
any other person for processing, the
submitter would be required to complete
the domestic notice form.

If EPA promulgates an exporters’ form
the PMN regulations will explicitly state
the conditions under which the form .
would be used. EPA specifically. invites
comments on the utility of the proposed
exporters’ form and the proposed
conditions under which it should be
used. o

Section 720.21(c) of the proposed rules
required the importer of a new chemical
substance to contact the manufacturer
and the person who supplies the
substance to the importer and to request
such persons to complete a form for
foreign manufacturers and suppliers. At
this time, EPA is considering whether it
should retain this provision in the final
rules. If the provision is retained the
Agency will promulgate a separate
Foreign Manufacturers/Suppliers Form
that will be modified to be consistent
with the revised form for domestic
manufacturers. FEe e e
4. Estimated Costs

Introduction. As part of an effort to
evaluate the economic effects of PMN
requirements, EPA had an economic
contractor prepare unit costs for the
revised PMN form (EPA Contract No. .
68-01—4717). The contractor’s estimated
costs include the costs of preparing the
revised notice form and the attachments
(except for voluntary attachments}, but
do not include the costs of responding to
supplemental reporting requirements
that may be incurred for some PMN
submissions. The report of the
contractor's findings, entitled
“Estimated Costs of Preparation and
Submission of Reproposed '
Premanufacture Notice Form”, is a part
of the record for this rulemaking and is
available from EPA’s Industry
Assistance Office. This section - N
summarizes the findings of that study
and presents EPA's interpretation of

* them. BT

The estimated cost range for the ,
mandatory portion of the revised form,
not including the costs of asserting apd
substantiating claims of cogﬁdenhahgy
is $1,200 to $8.900 per chemical f
substance. EPA believes this cost range
will apply to most substances submitte
for premanufacture review: however,
is conceivable thalt ceg@ln,gh:g;l

le very low or \ p
i?xxi)::(:ngs. willryfall below or above the
range. Thus, the cost range should.
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be regarded as reflecting the absolute
cost limits for PMN submissions.

The costs of asserting and
substantiating claims of confidentiality,
if claims are made, are estimated to
range from $900 to $6.400. EPA does not
regard the $900 figure as an absolute
lower limit and expects that many -
companies will be able to comply with
the requirements for much less. Thus,
including confidentiality costs, the total
cost of PMN form submissions are '
estimated to range from $1,200 to $15,300.

The costs of asserting and
substantiating’claims of confidentiality
are presented separate from the costs of
the revised form because to a certain
extent they are not affected by the form
per se. Rather, they are determined
largely by provisions in TSCA itself, the
Freedom of Information Act (FOIA), and
EPA's general rules regarding the
treatment of confidential information {40
CFR Part 2). In addition, the importance
of confidentiality to each company’s
product development strategy will be a
major determinant of the costs incurred
in asserting and substantiating claims of
confidentiality. The contractor did not
estimate the proportion of the costs of
confidentiality that is attributable to the
revised form per se, but EPA believes
that it is insignificant, as discussed later
in this section.

The major cost elements in making a
PMN submission, in addition to
asserting and substantiating
confidentiality claims, appear to be the
requirements to retrieve, organize, and
submit health and safety data and the
requirement to submit a process flow
diagram. These requirements and their
associated costs are discussed in more
detail later in this section.

Variables Influencing Costs of PMN
Submissions. The cost ranges for the
revised form necessarily are wide,
reflecting the extreme variations in the
types of companies and chemicals
which are subject to PMN requirements.
In developing the unit cost estimates,
the contractor assumed that the range of
notification costs is a function of the
following variables:

Company-Related Variables

Company size

Degree of diversification

Organizational style

Level of technical resources

Importance of confidentiality to company's
new product development strategy

Chemical Substance-Related Variables

Apparent toxicity .

Anticipated distribution, use, exposure

Complexity of production process

Complexity of composition of chemical
substance

Impartance of confidentiality for the
substance in question.

Thus, in the contractor's estimation,
the lowest costs of submitting PMN's
should apply to substances submitted by
small, closely held or private companies
with limited technical resources;
substances that do not cause significant
health or environmental effects;
substances for which exposure will be
limited; substances that have limited
distribution and use, substances for
which confidentiality concerns are
minimal; and substances that are simple
in composition or are synthesized by
simple production processes.
Conversely, the highest costs of
submitting PMN’s should apply to
substances submitted by large, publicly
owned, and diversified companies with
extensive technical resources or
research arms; substances that may
cause significant health or
environmental effects; substances for
which exposure will be significant:
Substances that have extensive
distribution and use; substances for
which confidentiality concemns are an
important factor; and substances that
are complex compositions or are
synthesized in complex production
processes.

Breakdown of PMN Form Costs.
Following is a detailed breakdown of
the contractor’s estimated costs.’

Total Cost Estimates for Compietion of Revised

PMN Form
[EPA contractor estimates)
Component Cost
Partt G $275-82,125
Part i Human exposure and environ-
mental release:
Section A: Industrial sites controlled
T S . 275- 2,100
Section B: Industrial sites
OhETS ... rersreesmnnrenrens 0- 1,200
Section C: Consumer exposwre ........ 0- 800
Totas 275~ 4,100
Part lil: List of Attachments:
4. Physicai/chermcal properties ........ 150- 600
b. Heaith and environmental etfects
dats 300- 1,400
€ Notice '
d. Cor i L 2.
Total 450- 2,000
Part |V: FEDERAL REGISTER Nobce .......... 7%- 300
Clerical cost il 80- 400
SUBLOA! Y. 1,185~ 8,925
Confidentalty costs—all sections........... - 0- 8,400
Grand total ..o 1,155-15,325

‘The costs of kisting attachments in part #lI-C are negligi-
ble. .

The costs of providing confidantiality attachments are in-
cluded in the ine rtem enutled “Confidentiality Costs—all sec-

*Bocause confidentiality costs were not included in the
cost estmates for the form proposed in January, the range of
subtotal costs ($1,155-88,825), and not the range of total
costs ($1,155-815.325), should be compared with the Jams-
ary cost estmates.

The economic contractor’s report on
this reproposal contains more detail on
these costs and on the methodology and
assumptions used to derive them.

Comparison of January 10 PMN Form
and Revised Form. The cost range
estimated for the revised PMN form
reflects approximately a 50%-80%
reduction in costs over the January 10
proposed PMN form. The $1,200 to
$8.900 range for the mandatory portion
of the revised PMN form compares with
the $2,500 to $22,200 range estimated for
the mandatory sections of the January
10 form. The difference in costs between
the January 10 form and the revised
form is due primarily to the reduction in
the level of detail of the questions,
particularly those dealing with exposure
from industrial manufacturing and
processing operations.

Ecomonic Impact Conclusions—
Caveats. At this time, EPA has not
completed an economic impact analysis
based on the change in reporting burden
introduced by the revised PMN form.
This is because the Agency lacks
sufficient data on specific new
chemicals to detérmine which types of
new ventures would be subject to which
levels of reporting costs. Initial findings
of the economic contractor from a small,
non-random sample of chemical
companies indicate that most
substances may be subject to the low

- end of the cost range, but the Agency is
hesitant to draw conclusions from these
data. EPA is preparing an economic
impact analysis, based on additional
data on new chemicals, and will publish
this analysis for public comment prior to
promulgation of the premanufacture
rules and notice forms. This analysis is
discussed in more detail in
Section IV—Cost and Economic
Impact Issues. The cost ranges are
based on the assumption that one new
substance will be submitted per PMN.
EPA realizes that there will be cases
where new products or process will be
developed that entail multiple new
substances, related either in a common
process or chemical product. EPA
believes that the costs of submitting
PMN'’s for multiple-substance products
or processes will not simply be multiples
of the cost range estimated by the :

contractor, because there will be many

. commonalities among substances
submitted in this manner. For example,

¢ a PMN for four new chemical
intermediates to be used in the same
process would cost less than four times
the cost of submitting a PMN for one
intermediate. This is because the
information on production process, use,
production volume, marketing estimates,
and chemical structure probably will be
largely the same for all four substances.
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Contractor's Methodology for
Estimating Costs. For the purpose of
developing unit cost estimates for the
revised PMN form, the contractor used
the same methodology that it used to
derive the cost estimates for the January
10 form. That methodology consisted of
the following steps:

« Identification of specific information
elements required by the forms:

¢ Design of worksheets based on these
information elements to obtain
estimates of time requirements;

¢ Completion of worksheets by
contractor personnel with experience in
chemical marketing, chemical and
environmental engineering, chemistry,
data analysis, and toxicology;

¢ Aggimilation of information from
worksheets to develop estimated ranges
of time required to complete the forms;
¢ Multiplication of time estimates by
estimated labor rates, to-abtain total
direct labor costs;

« Interviews with selected chemical
companies to obtain their time and cost
estimates for completing the forms; and
¢ Comparison of the chemical
companies’ estimates for time and costs
with the contractor’s estimates.

Costs of PMN Forms for Importers
and Persons Manufacturing Solely for
Export. EPA did not prepare separate
estimates of the costs that would be
incurred by importers and persons who
manufacture new substances solely for
export. The Agency will develop
estimates as part of its economic impact
analysis of the premanufacture rules
and notice forms. However, it is possible
at this time to discuss several factors
that will influence the level of direct
costs that may be incurred.

The major distinction between the
importers’ and exporters' forms. and the
* form for domestic manufacturers, is that
importers and exporters would not be
required to provide information on
human and environmental exposures
resulting from manufacturing,
processing, distribution in commerce,
use, and disposal which occur outside
the United States.

An importer would not need to submit
information on exposure at the foreign
facility or facilities where the substance
was manufactured or processed. Thus
the importer would not incur some and
perhaps most of the costs attributed to
completing Part II, Section A of the
revised form for domestic
manufacturers. However, because of the
way the contractor prepared the cost
estimates for this section of the

domestic form, it is not possible to make

reliable estimates of the proportion of
the costs attributed to this section {$275
to $2,100) that importers would not
incur.

Similar cost reductions might be
experienced by persons who
manufacture solely for export. They
would be required to submit exposure
information only concerning operations
within the United States. They would be
required to submit information
concerning foreign processing sites,
under either their own or others’ control,
or information concerning commercial
and consumer exposures, that would
occur exclusively outside this country.
Therefore exporters would not be
subject to the costs ($0 to $800]
attributed to completion of Section II-C,
Consumer Exposure, of the domestic
form. In addition, exporters may not
incur some or most of the costs
attributed to Section II-A ($275 to
$2,100) or Section II-B ($o to $1.200] of
the domestic form, although again it is
impossible to give a more definitive
range for the likely cost reductions.
Overall, the costs of completing the form
should be significantly less for persons
who manufacture solely for export than
for those who manufacture for further
processing or use within the Umted
States.

A second factor that may influence
the costs of completing the revised
import and export forms is the degree to
which information is known to or
reasonably ascertainable by the
submitter. This factor may influence
overall costs in two ways. A submitter
that does not possess information called
for in a section of the form may state
that the information is “not available”.
This submitter would not be subject to
the costs of completing that section of
the form. On the other hand, although a
person may lack certain information, he
may incur costs to obtain it because it is
reasonably ascertainable to him.

The significance of these factors to
imparters will depend on the type of
importer that submits the PMN. In some
cases the importer may be a
multinational corporation that
manufactures the substance outside the
United States and processes oruses it in
this country. In other cases, the importer
may be an intermediary/broker or a
domestic processor or user of the
substance. who is not involved in
manufacturing the substance. The first
importer probably would have
considerable information available.

However, the latter may lack basic
information on the substance he imposts
and would need to contact his foreign
supplier for much of the. information
requested in Parts [ and IV of the form.,
including specific chemical identity,
production data, physical and chemical
properties, and health and safety
studies. Such contacts undoubtedly
would add some costs to.completing the
PMN.

The impact of anr mporter s lack of
information about “downstream”
activities involving the chemical
substance is less clear. A-hroker-type
importer may not possess much
information about the pracessing and
use of a substance. Thia lack of
knowledge could reduce the costs of
completing the form if he enters “not
available” in response to-questions
about processing and use. On the other
hand, EPA assumes that importers who
do not possess this basic information
will make reasonable efforts to-obtain it
and may incur some costa in doing so.
Taking both of these considerations in
account, a broker-imparter’s casts in
completing the processing and use
sections of the form may not be
distinquishable from casts incurred by a
small domestic manufacurer who has
limited knowledge about how hia
customers will process or use a
substance.

These factors discussed above
concerning the availability of
information do not provide a basis for
differentiating between exporters and
domestic manufacturers. Ingeneral, °
exporters will “know"™ or find
“reasonably ascertainable” the same
amount of information concerning
chemical identity, manufacturing
process, production estimates, physical
and chemical properties, and health and
safety studies, as would be known to or
reasonably ascertainable by a person
who manufactures for domestic
consumption. Therefore all other things
being equal, there is no reason to
conclude that an exporter will state that
either more or less information is “not
available” or that an exporter will incur
any different costs in obtaining relevant -
information from companies.

On the basis of this analysis, EPA
believes that many persons
manufactunng solely for export may
incur direct costs that are somewhat
less than those incurred- by domestic:
manufacturers. The conclusions are less
certain for imparters. Some factars
would result in lower costs Whlle otheu
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(e.g., contact with foreign suppliers) may
lead to higher costs. EPA will further
study the costs and economic impacts of
the premanufacture requirements on
exporters and importers. The Agency
requests comments on the factors it
should consider in comparing costs
likely to be experienced by
manufacturers for domestic
consumption, manufacturers solely for
export, and importers. In addition.
information developed by particular
exporters and importers on the costs
they would incur in completing the
forms for particular chemical
substances, and breakdowns of how
those costs are derived, would be very
useful to EPA in refining its cost
estimates.

Significant Cost Components of the
Revised PMN Form. Three potentially
significant cost components the PMN
form merit special attention: (1) The
procedures for asserting and
substantiating claims of confidentiality:
(2) The requirement to provide a process
flow description in the PMN form; and
(3) The requirement in the form to
retrieve, organize, and submit health
and safety data.

EPA's contractor estimated that the
costs of asserting and substantiating
claims of confidentiality would range
from $0 to $6,400. The costs will vary
from substance to substance depending
upon the submitter’s perceived needs for
confidentiality and the amount of
resources (legal and technical) he is able
and willing to commit to asserting and
substantiating claims of confidentiality.”
In general, EPA believes that larger
companies will spend the most of claims
of confidentiality and that smaller
companies rarely will spend maore than
$2,000 per PMN. The Agency assumes
that both large and small companies
may claim the same items confidential
because they have the same needs for
confidentiality. However, because of
their greater legal and technical
resources, larger companies will go to
greater lengths to identify and
substantiate claims of confidentiality. In
addition, larger companies probably will
encounter greater costs in organizing
and coordinating information to
substantiate their claims.

The contractor did not estimate the
incremental costs or burdens of
confidentiality introduced by the revised
PMN form. However, it would be
erroneous to attribute the full amount of
the estimated costs to the revised form,
because the requirements to assert and
substantiate claims of confidentiality in
some manner exists regardless of the
form that EPA proposes. These
requirements are contained in Section 14

of TSCA, the Freedom of Information
Act, and EPA's business confidentiality
regulations (40 CFR Part 2). Thus, the
proportion of the total costs of
confidentiality that are attributable to
EPA's requirements for asserting and
substantiating confidentiality claims
may be slight.

Even if the required format results in
some additional confidentiality costs,
the revised approach introduces only a
minimal incremental cost or burden over
the approach proposed in January. First,
the January 10 proposal also required
manufacturers to assert claims of
confidentiality at the time they submit
PMN’s, and it required them to :
substantiate their claims for chemical
identity and health and safety studies.
These two items appear to be the most
burdensome to substantiate in both the
January 10 and revised approaches, and
probably account for much of the total
costs of confidentiality claims. Second,
under the January 10 proposal EPA
would require manufacturers to
substantiate claims for other categories
of information in the PMN, such as use
and manufacturer's identity, whenever
the Agency received FOIA requests for
the information. EPA expects to receive
FOIA requests for a high percentage of
PMN’s. If this happens under the
January approach, manufacturers would
have been required to substantiate

- many of the items claimed confidential

in the PMN’s but not substantiated at
the time the PMN's were submitted.

Finally, the level of effort expended
by companies in response to PMN
confidentiality provisions will be more a
function of company strategy and
perceived need for confidentiality than
of the precise form and instructions set
forth by EPA, and the timing of
substantiation. Companies will incur a
major proportion of the costs of
confidentiality when they develop their
PMN strategies on a case-by-case basis.
This development of strategy most likely
will occur prior to the initial submission
of each PMN, and is likely to include the
identification of confidential items and
linkages and the construction of the
rationale for claiming those items. Once
a confidentiality strategy has been
develaped, the incremental cost of
preparing specific responses to the
substantiation questions, whether done
in the initial PMN submission or in later
submissions, probably will be slight.

In sum, EPA does not believe that a
significant incremental burden has been
introduced by the revised approach to
confidentiality. EPA requests comments
on the findings presented here and
specifically encourages companies to

provide estimates of the time and costs
that they actually will spend.

The estimated costs for completing the
process information portion of the
revised PMN form (Part II. Section A-1)
are $100 to $800. The costs of reporting
process information will be influenced
by a number of factors, inciuding the
number of steps in the process, the
complexity of the process. the number of
manufacturing sites, and the final
disposition of products and byproducts.
Further, the company's degree of
sophistication in process engineering
and design is largely correlated with the
company's size, and will influence the
time and costs to complete the process
information section. )

The estimated costs for the retrieval,
organization and attachment of health
and safety data range from $300 to
$1,400, making it a potentially significant
cost component. This range reflects
difierences among companies in the
amount of data routinely developed on
new chemicals and their ability to
retrieve information in the open
scientific literature. It also reflects
differences among chemicals in the
amount of data that are available and
must be submitted. For substances with
multiple impurities and byproducts that
are not on the Inventory and for which
data exist, the costs will be the high end
of the range. Similarly, PMN's may be
more costly for highly toxic chemicals
that have more data associated with
them. .

Itis important to stress that the
revised form has not changed in any
way the basic requirement in section

" 5(d){1)(B) of TSCA that the

manufacturer must submit all health and
safety data that are in his possession or
control. It also does not specify
formatting requirements for the
submittal of test data. The costs of -
retrieval, organization, and attachment
of health and safety data will be largely
unaffected by the PMN form because
this statutory requirement exists
regardless of the PMN form that
submitters must use, :

A more detailed discussion of the
estimated PMN costs, including a
section-by-section explanation of the
cost estimates, is contained in the
separate document entitled “Estimated
Costs for Preparation and Submission of
Reproposed PMN Form.” This is
available from EPA's Industry
Assistance Office. An appendix to this
report includes cost estimates for the
PMN form submitted by the Chemical
Manufacturers Association during the
public comment period on the January
proposal. EPA invites comments on all
cost esimates presented in the report, as
well as on the methodology and

emapmeem e
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assumptions untilized in developing the
costs. Commenters are especially
encouraged to provide their own
estimates of the time and effort
necessary to complete the revised PMN
form, using chemicals they manufacture.

As mentioned previously, although the
data do not exist currently with which
to determine with confidence the
economic impacts of the revised PMN
form, EPA intends to gather additional
data and to conduct an impact analysis
prior to the promnligation of the
premanufacturer rules and notice forms.
This analysis will attempt to determine
the proportion of new chemicals that
will be subject to various levels of PMN
costs and will estimate the
corresponding effect on the rate of
introduction of new chemicals. Also, the
analysis will address the costs and
impacts of the propased
premanufacturer requirements in thej
entirety, including the effects of the
initial PMN submission requirements,
the proposed Section 8{a} supplemental
reporting requirements, and various
provisions in the proposed rules (e.g.,
such as those pertaining to
canfidentiality, invalid notices, and
importers and exporters). This analysis,
and EPA'’s plans for public review and
comment, is discussed in more detail in
Section IV—Costs and Economic
Impacts.

C. Related Issues

1. Customer Information. The January
proposal would have required the notice
submitter to contact persons whom he
had reason to believe would purchase
the new chemical sabstance (Part 720,
Subpart C. § 720.20{(e})). He would be
required to request them to provide
information (either to him or directly to
EPA) about worker exposure and
environmental release associated with
their processing operations, and their
intended uses of the substance. The
January proposal contained a separate
customer contact form that requested
this information. Submitters also would
have been required to include in their
PMNs the names and addresses of those
customers cantacted.

EPA received numerous comments
from industry concerning this “customer
contact” provision. Most questioned
EPA's statutory authority to require
customer contact. They also claimed it
would impose excessive administrative
burdens, adversely impact innovation,
create possible anti-trust violations, and
alter the competitive marketplace.
Several stated that any cnstomer .
contact provision should be limited to
persons who had made a firm
commitment to purchase the substance.
EPA has not decided whether to include

the:mandatory customer contact
provision in the final rules and is still
considering the customer contact form
proposed in January. EPA is actively
considering the following alternatives to
the January 10 proposal for customer
contact and invites comment on their
practicality.

First, to determine the extent of each
submitter's knowledge of customer use,
the revised form would require the
submitter to indicate the number of
customers who have made a firm
commitment to purchase the substance
for a category of use unknown to him
(Part I, Section D, question 5}. In
addition, the submitter would be
required to indicate the percent of the
estimated production volume of the new
substance that sach customers will
purchase during the first three years of
production. This would give EPA an
understanding of how complete the use
irformation is in the premanufacturer
netice, and would be less burdensome
on the industry than the customer
contact provision proposed in January.

In combination with other
requirements in the revised form, this
information would help EPA decide
whether to obtain additional use
information from the submitter’s
prospective customers. If EPA
determines that it needs additional use
information, the Agency can contact the
submitter and ask him to voluntarily

provide the names and addresses of the .

relevent customers. EPA also could
require the submitter to provide this
information under the supplemental
reporting provision (see reproposed Part
720, Subpart F., § 720.50).

Second, EPA is considering the
alternative of requiring the submitter to
pravide a list of the names and
addresses of customers who have made
a firm commitment to purchase the new
chemical substance. This alternative
would allow EPA to contact prospective
customers directly in cases where use
data or other customer information
submitted in the PMN is inadequate to
assess potential exposures. One
advantage to this alternative is that it
would eliminate the need for EPA to
contact the notice submitter {for
customer identities) each time the
Agency needs to obtain information
from customers. Conversely, it would
require all submitters to provide
information that the Agency may not
use in every case. Further, EPA

recognizes the customers lists often are -

highly confidential, particularly during
research and development.

EPA is considering each of these
alternatives, or a combination of these
alternatives. EPA invites comments on
the feasibility of these alternative

approaches. It is not necessary to repeat’
comments previously submitted on the
customer contact provisions proposed in
January. EPA will consider them when it
develops the final rules.

2. Form for Low Volume Substances.
Based on comments on the January
proposal, EPA has considered
developing a special PMN form far
extremely low volume chemical
substances (eg. substances
manufactured in quantities of less than
one metric ton per year). Such a form
could require even leas detailed -
information than the reproposed form. If
necessary, after submittal of the form
EPA could obtain additional data on the
substance during the notice review
period. More often EPA would require
follow-up reporting on the substance
under section 8(a) or section 5(&}[2} (nee
discussion below}.

At this time, EPA is notpmpoamg a
form for low volume substances. The
revised form would significantly reduce
the reporting burden and, thezefore, be .
appropriate even for very low volume
chemical substances. EPA specifically
welcomes comments on this issue.
Commenters should focus on the need
for a separate form for low valume
substances, considering the reduced
level of detail required. in the revised
form.

3. Follow-up Reporting. EPA mtends
to require follow-up reporting.on
selected new chemical substances to
obtain informatior not readily available
at the time a premanufacture natice is
submitted, since manufacturers will be
able to report more reliable production,
use, and exposure data om new
substances after they have been
commercially developed. At this time, it
also will be feasible to perform maore
extensive health and environmental
effects tests.

EPA currently is developing a , follow-
up reporting scheme that would employ
a combination of TSCA section 8 ]
reporting rules and section 5(a}({2)
significant new use rules to-track the
development of many new ehemical
substances. Under this scheme, the
Agency would require reporting of
certain data over a specific period of
time after premanufacture notification,
or when specific reporting “triggers” are
met (e.g., production of a certain number
of kilograms of the substance).
Comments from industry on the ]anuary
proposal suggested such a scheme. Any
action the Agency takes concerning the
followup of new chemical substances
will involve separate rulemakings in
which EPA would propose one or moze
schemes and allow public comment on
them, z
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D. Section-by-Section Review

Following is a section-by-section
discussion of the information ‘
requirements that have been deleted
from the forms proposed in January and
of other modifications contained in the
revised form for domestic
manufacturers. EPA invites commenta
on these changes and the rationales
presented below.

1. Manufacturer /dentification.
Several questions have been deleted
from the manufacturer identification
section of the January forms. These
questions concerned (1) the principal
place of business of the submitter, (2}
subsidiary companies. and (3) other
persons who the submitter authorizes to
manufacture the new substance. EPA
may need this information if it considers
regulating the new substance, however,
it is not warranted for all new chemical
substances. When necessary, EPA can
obtain this information through
supplemental reporting during the notice
review period. The revised form still
would require submitters to include in
their production estimates the
production volume of others who are
authorized to manufacture the new
substance. Tne deletion of these
information requirements should not
affect the Agency's assessment of the
risks presented by new substances.

2. Production and Marketing Data.
The January forms required sales
volume estimates and an indication of
the basis upon which production
estimates were reported (i.e., firm order,
forecasts, or speculation). Through
reporting about sales volume, EPA
sought an indication of the distribution
of a new substance to other persons. In
addition. the *basis of the production
estimates” would have demonstrated
the uncertainty associated with these
estimates. EPA has deleted these
requirements from the revised form.

The revised form would require
production volume estimates to be
reported. EPA has deleted estimates of
sales volume because it can obtain
information about distribution of the
substance from other questions in the
form (e.g., category of use). The
questions concerning the “basis of

. production estimates” were deleted

because EPA will base its exposure
assessments for screening purposes on
estimates of the maximum production
volume. The Agency also will perform
market analyses for particular
substances of concern and obtain
further information from manufacturers
on a case-by-case basis.

The January 10 proposed form slso
required estimates of prior praduction
volume and information concerning

prior government actions, litigation, or
voluntary control of the PMN substance.
EPA has deleted these requirements to
reduce the reporting burden. The
Agency expects to obtain information on
prior government actions through a
routine search of its own data bases.
Therefore, the Agency's risk assessment
capabilities will not be diminished
significantly.

Finallly, EPA has deleted the ranges it
had provided for reporting production
volume. Rather than impose specific
ranges, the revised form would permit a
submitter to report production volume
estimates in any range he considers
appropriate. This approach will provide
the Agency with a much clearer
estimate of potential production volume
and adds no additional reporting
burden. When EPA performs exposure
assessments, it will focus on the upper
end of the range.

3. Federal Register Notice. Under
section 5{d)(2) of the Act, EPA is
required, subject to section 14, to
publish a Federal Register notice when a
PMN is submitted. This notice must
identify the chemical substance, list its
uses, and describe certain test data
submitted with the PMN. In addition, the
Agency is authorized to provide public
access to non-confidential data. On
January 10, EPA proposed that in
addition to the information explicitly
listed in section 5(d}(2) of the statute,
the Federal Register notice would
contain information to further
characterize exposure to the substance
and its potential effects. This
information included estimates of
populations exposed and the magnitude
and duration of such exposures. Some
industry commenters argued that EPA
lacked statutory authority to include this
additional information in the section
5(d}(2) notice.

The revised form proposes a more
limited approach to this notice. First,
EPA has retained a provision from
January that requires the Agency to
publish the specific chemical identity
unless it is claimed confidential. If it is
claimed confidential, the Agency will
publish a generic name chosen from
three generic names that must be
submitted with the PMN. Second, if the
manufacturer claims the use
confidential, he must report using a
generic use scheme that conveys
information to interested parties
concerning the exposures resulting from
the use. Questions proposed in January
concerning exposure and release are
deleted and replaced with more general
indicators of these factors. EPA's -
generic use scheme is discussed in

Section II below, “Generic Use
Information”.

Third, the revised form would require
submitters to abstract only those data
that directly concern the new chemical
substance, for publication in the Federal
Register notice. EPA also would publish
a list of all test data submitted with the
PMN concerning both the PMN
substance and other related chemicals.
This approach is consistent with the
Agency's intent to reduce reporting
burdens and focus reporting
requirements on the new chemical
substance itself.

4. Risk Assessment Data. The January
10 proposed form contained several risk
assessment questions and a table for
submitters to check off the types of test
data submitted. The risk assessment
questions were included in the proposed
form to highlight EPA's determination
that risk assessment data are part of
“health and safety data” and, thus, must
be submitted. In some instances, this led
to the misconceptions that TSCA
requires submitters to perform risk
assessments on their new substances.
The revised form clarifies this
distinction, and deletes the specific
questions contained in Part I, Section
A, of the January 10 form. This change
should not result in the submittal of
substantially different information than
would happen under the January
proposal, and simplifies the notice form.

EPA included the health effects table
in the January proposed form for nse by
the Agency in organizing data in PMNs.
Because this led to the misconception
that these data must be developed, EPA
has deleted the table from the revised
form. Instead, the revised form would
require submitters to provide their own
list of the data that they have included
in the PMN.

5. Worker Exposure. The January 10
proposed form required specific
estimates of the magnitude, duration
and frequency of worker exposure to the
new chemical substance. While these
specific estimates would be extremely
useful to EPA in assessing worker
exposure to new substances, these
requirements may be too detailed and
burdensome to be imposed on all notice
submitters. In cases where the data are
available, significant uncertainties also
would be inherent in such specific
estimates. To mitigate the reporting
burden, the revised form requires
significantly less detailed estimates and
provides ranges for reporting expected
workplace concentration levels.

Reducing the detail of workplace
estimates requires EPA to use other

information in the PMN and to make
assumptions concerning potential
exposure. However, this other
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information and assumptions should be
sufficient for the Agency's initial
screening of all new substances.
Detailed assessments of priority
substances will require more specific
information, which will necessitate
supplemental reporting by submitters
and others on a case-by-case basis.

EPA also has eliminated the
requirement that the submitter explain
how he derived estimates of workplace
exposure. This is in keeping with the
Agency'’s general effort to avoid
questions requiring potentially
burdensome, narrative responses. If the
submitter’s estimates do not appear
reasonable to EPA, the Agency may
contact the submitter to learn how the
estimates were derived. However, at
this time EPA does not think it is
appropriate to require this information
in all PMNs.

Similarly, the revised form would not
require specific information about
analytical methods that have been
developed. The submitter merely must
indicate whether a method exists for
detecting and quantifying the presence
of the new chemical substance in
various media. This approach will
require increased supplemental
reporting in cases where exact
knowledge of available techniques is
necessary for surveillance and
monitoring purposes.

8. Environmental Release. The
January 10 proposed form required
_ specific estimates of environmental

release data including stack parameters,
concentrations, and daily and hourly
discharge rates. This information would
enable the Agency to perform detailed
modeling to assess the environmental
impact of new chemical substances.
These requirements are not included in
the revised form because commenters
indicated that they were too
burdensome and that in cases where the
estimates were reported, significant
uncertainties might render them useless
for purposes of performing risk
assessments. Given these comments,
EPA does not believe that the
requirement should be imposed on all
notice submitters.

The revised form requires only total
release estimates of the new chemical
substance. The Agency will make

_ conservative (“reasonable worst case’)
assumptions concerning release
conditions based on standard
production practices and other
information reported in the PMN. In
cases where this approach does not
allow an adequate assessment of risk,
the Agency intends to require
supplemental reporting to obtain more
specific estimates if they are known or
reasonably ascertainable.

Finally, EPA has deleted a general
question concerning data on
environmental degradation products.
The Agency intends to clarify in the -
final rules that these data are
considered to be “Health and Safety
Data”, and they must be submitted
under proposed § 720.23.

7. Byproducts, Co-products.
Feedstocks and Intermediates. The
January 10 proposal required the
submitter to provide estimates of
concentration, flow rates, and the
number of persons exposed to
byproducts, co-products, feedstocks and
intermediates. Because EPA's initial
review of PMN's will focus on the new
chemical substances themselves, and to
minimize the burden on submitters, the
Agency has reduced the level of detail
concerning environmental release and
exposure to such byproduct materials. In
the revised form submitters would be
required to report the identity of these
related substances, and the Agency
would obtain further information
concerning these substances from other
sections of the form (e.g., the process
description). This would enable the
Agency to identify particular substances
of concern while reducing the reporting
burden on industry. In some cases, EPA
may regulate a substance based on this
information. As with other sections of
the form where information
requirements have been reduced, the
Agency may require supplemental
reporting by submitters on a case- by-
case basis. -

8. Transport. The January 10 proposed
form required submitters to describe the
potential risks presented by transport of
the new chemical substance. They also
were required to discuss intended
safeguards to prevent or reduce those
risks. EPA has deleted this information
from the revised forms because the
Agency believes it may be too
burdensome to provide and, in most
cases, is unavailable. The Agency will
make basic assumptions about the
potential risks presented by transport of
new chemical substances. When these
assumptions are combined with the
information required by the revised form
(hazard class designation and mode of
transport), and with EPA’s evaluation of
the toxicity of substances, the Agency
will be able to focus its assessment on a
smaller and better defined group of new
chemical substances.

8. Process Flow Description. The
January 10 proposed form required the
submitter to provide a detailed
schematic flow diagram. This
information on the manufacturing and
processing operations and the resultant
environmental releases is critical for

EPA's exposure assessments. This
information also supplemented and
clarified other data requirements in the
January 10 form. However, in an effort
to simplify the form and reduce the
reporting burden, EPA has deleted
several specific requirements from the
process description. The revised form
does not require description of the type
of process equipment, the components of
each process stream, and process
parameters. Rather, it requires a
simplified block diagram that will
provide a basic understanding of the
manufacturing process necessary to
identify the potential exposures. (See
sample block diagram provided in
Appendix C). EPA welcomes comments
on the reduced scope of the process ﬂow
requirement. Commenters are
encouraged to propose other more
appropriate ways to obtain the
information required.

10. Exposure to Consumers and
Commercial Users. The January 10
proposed form required the submitter to
estimate the magnitude, duration and
frequency of consumer exposure to the
new chemical substance. This
information would enable EPA to assess
the potential exposure to consumers in
the general population who use or
otherwise come in contact with the new
chemical substance. The consumer
exposure section of the revised form has
been modified only slightly from the
January 10 proposed form. It requires
less specific estimates of the duration
and frequency of consumer exposure to
the new chemical substance. In addition,
the revised form does not require
quantitative estimates of the magnitude
of consumer exposure unless the -
submitter already has developed them.
EPA will rely upon qualitative data for
screening purposes. For detailed
assessments, the Agency will seek more
specific data from submitters, or will
make assumptions about the magmtude
of exposure.

II. Confidentiality 1 on ."
A. Issues Addressed in This Proposal

In the January 10, 1979, proposed
premanufacture notification rules, EPA
included several sections describing )
procedures for asserting claims of £
confidentiality; and procedures for '
determining whether PMN information
was entitled to confidential treatment
(Part 720, Subpart E, §§ 720.40-720.44).
EPA intended to use these rules in s
conjunction with the Agency's existing
rules concerning confidentiality of -.
business information, 40 CFR Part Z‘ *-

Subpart B, s
EPA is proposing new procedures‘ 0
asserting and substanhating : .J% )
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confidentiality claims and for providing
generic descriptions for certain types of
information. If these procedures are
adopted, they would replace those
proposed in January. However, the
Agency is actively considering both
alternatives. Any comments concerning
asserting and substantiating claims of
confidentiality should consider the
earlier proposal, the alternatives
included in this proposal and any other
schemes that would meet the needs of
the Agency, industry and the public.
This reproposal does not change the
substantive bases for granting
confidentiality. Nor does this reproposal
discuss the question of confidentiality
for information in a health and safety
study, or for specific chemical identity
as part of health and safety studies.
However, EPA has received extensive
comment on both subjects in response to
the January proposal. EPA will address
these issues in the rules on
premanufacture notification.

B. Asserting and Substantiating Claims
of Confidentiality

1. January 10 Proposal. Under the
January proposal, submitters could
assert a claim of confidentiality for any
item on the form by checking a box
adjacent to the item of information:
claims would be made on an item-by-
item basis. Submitters could also claim
confidentiality for any information
contained in attachements to the PMN
form. Submitters were required to
submit two copies of those attachments.
One copy was to be complete, with
confidential items clearly indicated. The
other copy was to have all information
claimed as confidential deleted so that it
may be placed in the public file.

The January proposal required the
submitter to provide substantiaticn at
the time the PMN was submitted for any
claim of confidentiality asserted with  ~
respect to specific chemical identity or
information in a health and safety study.
Substantiation for other information
could be required at a later date.
Substantiation was to consist of
complete responses to several questions
developed by EPA that would provide
information to either grant or deny the
claim of confidentiality § 720.40(c)).

2. Summary of Comments on January
10 Proposal. Few industry
representatives commented on the
method proposed in the January
proposal for asserting claims of
confidentiality on the PMN form. In
general, industry comments favored the
proposed check-off approach. However,
two comments suggested thatin
addition to the check-off, information
claimed to be confidential should be
stamped “Confidential” as an extra

precaution against inadvertent release
by the Agency.

Some comments stated that
information on the form is “private
property” and should be kept
confidential automatically. One
comment stated that substantiation
should not be required for data
protected under section 14(b) of TSCA
(i.e. process and mixtures).

However, representatives of public
interest groups favored an approach to
confidentiality that would require
submitters to individually substantiate
each item claimed confidential when a
PMN is submitted. They also suggested
that EPA abbreviate its procedures for
reviewing claims of confidentiality so
that non-confidential information would
be disclosed more quickly. to the public.

3. Revised Approach for Asserting
and Substantiating Claims of
Confidentiality. In this notice, EPA is
proposing a revised approach for
asserting claims of confidentiality for
information submitted as part of a
premanufacture notice {on the forms or
in attachments to it). and for ~
substantiating those claims. In addition,
the Agency is modifying and expanding
the procedures for providing generic
descriptions for certain information
which is claimed confidential in PMNs.
The proposals are based upon EPA's
experience with premanufacture notices
submitted to date, comments received
on the January 10 proposal, and further
reflection upon the various interests of
industry, the public, and the Agency
concerning how the Agency determines
whether to release or withhold PMN
information. g

There are three key features to the
revised approach. First, EPA has
identified five categories into which
most confidentiality claims will fall. The

" submitter, instead of just checking off

the items claimed confidential, would be
required to indicate, by use of a simple
letter code based on these five
categories, into which category the

claim would fall. Submitters would be
required in some cases to provide & brief
explanation of why they believe a
particular type of information belongs in
that category.

Second, rather than substantiating
claims only for chemical identity and
health and safety data when the PMN is
submitted, submitters would be required
to provide substantiation for every
category of information claimed
confidential. For the manufacturer’s
identity category, substantiation would
be very simple—the submitter would
attest to the truth of a certification .
statement. Other categories of claims
require more complex substantiation, as
discussed below. In general, the varying

amounts of substantiation required
reflect the Agency's judgment of the
type of information needed to determine
whether the specific information can be
held confidential.

Third, the proposal provides
requirements and new guidelines for
providing generic information when
specific chemical identity, category of
use, submitting company's identity and
specific data on physical and chemical
properties are claimed confidential.

These new proposals for claiming and
substantiating confidentiality and
providing generic information are
discussed in more detail below.

Assertion of Claims. Any item on the
form can be claimed confidential. The
Agency has identified five categories
into which the majority of
confidentiality claims will fall. The five
categories are—

A. Manufacturer's (Importer's] Identity
B. Specific Chemical Identity )
C. Production Volume .
D. Uses of the New Chemical Substance
E. Process Information

The Agency recognizes that there may
be confidential business information on
the form which does not fail into these
categories. The submitter may claim this
information confidential by using
category F, “other". o

The instructions indicaté which items
in the form are automatically included
or "linked"” to any of the five categories.
For example, if specific chemical -
identity is claimed confidential, the CAS
number is automatically considered ”
chemical identity" and is included in the
claim. To assert a claim of
confidentiality for &all the items
automatically linked to a category, the
submitter is required only to place a
check in the box on the form for that
category.

To assert a claim of confidentiality for
an item that is not automatically linked
to a category of claim, the submitter
must place the /etter representing the
category in the box next to the item and
explain how disclosure of this
information would reveal the category
of information. To do this, the submitter
would answer the corresponding linkage
question. The submitter may claim that
any single item is confidential for
several distinct reasons. For example, if
an item is claimed confidential because
disclosure would reveal both chemical
identity and process information, the
submitter should place both a “B” and
“E" in the box and answer the linkage
questions for both categories.

Substantiation of Claims. The revised
premanufacture notification procedure -
employs an incremental approach to
substantiation. For example,
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manufacturer’s identity is substantiated
by signing a certification statement
similar to the one required to
substantiate confidentiality claims on
the Inventory reporting form. This is all
the substantiation that would be
required.

For production volume, use data, and
process information, in addition to
signing the certification statement, the
submitter would be required to answer
two questions. The first asks whether
the submitter's confidentiality concern
will be met if the link between the
manufacturer's {or inporter’s) identity
and the item claimed confidential is not
disclosed. The second asks whether the
submitter’s confidentiality concern will
be met if the link between the specific

_ chemical identity and the item claimed
confidential is not disclosed. The two
questions are designed to lessen the
need for multiple confidentiality claims.

Finally, to substantiate a claim of
confidentiality for chemical identity and
for the category of “other” claims, the
submitter would respond to a series of
questions. Detailed substantiation is
required forgach item in the category
“other” because the information does
not fall within one of the five categories
identified by EPA. In addition,
submitters would be required to explain
why disclosure of the specific
information would disciosure
confidential information if the link
between the company and the item is
not disclosed and if the link between the
chemical identity and the item is not
disclosed.

In January, EPA proposed in
§ 720.40(c)(1) that a submitter who
asserts a claim of confidentiality for
chemical identity or health and safety
data must substantiate the claim in his
PMN. Under proposed § 720.40(c)(2), if
the company does not provide this
substantiation, EPA would notify the
company and give it ten days to provide
the substantiation before the Agency
would place the information in the
public record. EPA included this latter
provision to ensure that submitters who
assert claims, but who unintentionally
fail to substantiate them, are given an
opportunity to correct this error. The
Agency did not intend for proposed
§ 720.40(c)(2]) to affect the requirement in
§ 720.40(c)(1) that companies must
substantiate claims for chemical identity
and health and safety data at the time
they submit their PMN's,

At this time, EPA is not proposing to
change section 720.40(c)(2). However,
EPA is considering whether it should
eliminate this provision in the final rules
if the Agency adopts its new scheme for
substantiating all claims when PMN's
are submitted. A major reason for

requiring substantiation when PMN's
are submitted is to eliminate delays in
giving the public information which is
not entitled to confidential treatment.
Proposed § 720.40(c)(2) is not entirely
consistent with this goal because it
requires EPA to go back to submitters in
all cases where claims are made but
substantiation is missing. Further, in
most cases EPA will not need to go back
to submitters because they will have
adequate notice of the Agency’s
substantiation requirements and should
be expected to undertake reasonable
steps to ensure that their PMN's are
complete. EPA requests comments on
whether it should retain proposed
§ 720.40(c)(2) in the final rules if it
promulgates the reproposed scheme for
substantiating claims of confidentiality.
Health and Safety Studies. The
January 10 proposal would require the
submitter to respond to a list of
questions when substantiating
confidentiality claims for information
included in health and safety studies.
This procedure was proposed because
of the Act's special provisions for
release of data from health and safety
studies. EPA is proposing an alternative
to the January 10 proposal which is
consistent with the new approach
described above. Information within a
health and safety study may be claimed
confidential by linking the information
claimed to any of the categories
proposed by the. Agency. In addition,
because of the specific language of
section 14(b) of TSCA, a person may
claim an item of data from a health and
safety study as confidential because it
would reveal confidential information
on the portions of the substance in a
mixture. This is claimed confidential by
identifying the item with an “M”.
Because of the Act’s special
provisions for release of data from
health and safety studies, EPA will deny
any claim of confidentiality that does
not establish that disclosure of the
information claimed would reveal the
following confidential information:

Specific chemical identity of the chemical
substance (only until the commencement of
manufacture]

Process information

Portions of a mixture

* Other information that is unrelated to the
effects of the substance on human health and
the environment.

Section 3(6) of the Act defines “health
and safety study” to include “studies of
occupational exposure.” Any exposure
information provided on the PMN form

‘derived from a “health and safety

study” is subject to the special
provisions of section 14(b) of the Act
and those described in this section for
asserting and substantiating claims of

confidentiality for health and safety
studies. In particular, both section A,
subsection 3; and section B, subsection 3
of Part II of the form would require
reporting about worker exposure to the -
extent such information is known to or
reasonably aacertamahle by the

submitter. .

EPA specifically mwtes comment on
the extent to which exposure
information in PMN's is included in the
general definition of “health and safety
study”. As stated in its January 10
proposal (44 FR 2242, 2258, 2264), EPA
interprets the term broadly so that much
of the information on exposure included
in PMN's could be subject to section
14(b). In addition, the Agency solicits
comments on how its proposed scheme
for asserting and substantiating claims
of confidentiality should be explained
and applied to health and safety data-
contained in the forms themselves.
Analysis of the Revised Proposal for
Asserting and Substantiating
Confidentiality Claims .

EPA’s revision of the procedures for
asserting and substannatmg }
confidentiality claims is based on a
variety of administrative and.policy
considerations. These include the need
to provide non-confidential PMN
information to the public, to provide the
Agency with information necessary to’
make judgments under FOIA, and to
establish a mechanism for persons to
assert claims of confidentiality, with a
minimum burden and uncertainty as to
the criteria the Agency will use in
makmg its determinations, =~ -~ |-

EPA’s responsibility to provxde PMN
information to the publicisan
affirmative one, extending beyond any
requirement merely to comply with
FOIA. Section 5(d)(1) states explicitly
that the PMN must be made available
for “examination by interested persons,”
subject to section 14. Further, section
5(d)(2) requires EPA to publish a Federal
Register notice which identifies the
chemical substance, lists the uses or
intended uses, and describes test data.
More generally, TSCA includes a variety
of provisions whereby citizens can -
petition the Agency to take particular
actions with respect to premanufacture
notices. EPA interprets such provisions
as indicating that, while the Agency is to
be the primary decisionmaker regarding
new chemical substances, strong cngn )
involvement was intended. Effective = ™1
participation is impossible if the s
maximum amount of information is not "
made available to the public. S

The proposed scheme serven to-
increase public information indever ]
ways. First, by focusing submitters’ "
attention on why items are being =
claimed confidential and by indlcatigig
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the type of substantiation EPA must
have to grant a confidentiality claim, the
scheme will result in defensible rather
than unwarranted claims. Second, by
requiring a generic description of certain
data which is claimed confidential, the
scheme should provide the public with
important information on the risks of the
new substance without revealing
confidential business information.

In addition to these TSCA-specific
responsibilities, EPA has responsibilities
under FOIA. Under FOIA, any person
may request disclosure of any
information submitted in a PMN. When
such a request is made, EPA, in
accordance with the procedures of 40
CFR Part 2, Subpart B, must review any
information claimed confidential to
determine whether it is entitled to
confidential treatment. If EPA does not
disclose information because it
determines the information is
confidential business information, the
requester may bring an action in Federal
court to review EPA's decision.

In any case, to determine whether
information claimed confidential is, in
fact, entitled to confidential treatment,
EPA requires the submitter of the
information to substantiate his claim.
Under the January 10 proposal, if
substantiation of claims of
confidentiality are not included with the
PMN, EPA must contact the submitter to
request a substantiation of claims. After
the person provides this information
EPA reviews it and makes a final
determination. Under TSCA, EPA
provides 30 days notice to the submitter
before disclosing the information. It
would not be unusual for the full 90-day
PMN review period to expire before
EPA could release informatian in
response to an FOIA request—even if
the original confidentiality claim was
totaily without legal merit.

EPA's proposed alternative would
provide the Agency with all the
information it needs to make
confidentiality determinations upon
receipt of the PMN. Thus, if EPA wished
to make a determination of
confidentiality (either on its own, or in
response to an FOIA request) there |
would be a significant savings in time,
and an increase in the likelihood that
information claimed confidential which
is not entitle to such treatment could be
made available to the public during the
90-day notice period.

Both TSCA and current government
policy make it clear that in
administration of the Act, unnecessary
burdens on industry are to be avoided.
EPA believes that the proposed
approach provides additional
information to the public without

substantially increasing the burdens
placed on the notice submitter.

The earlier proposal would have
required submitters to assert a claim of
confidentiality at the time of submission
and to provide substantiation for two
classes of claims—specific chemical
identity and health and safety studies.
However, if other items were claimed
confidential, and EPA received an FOIA
request, under its business
confidentiality rules, the Agency would
contact the submitter and require
submission of detailed substantiation
for this other data within fifteen
business days. EPA is currently using a
long letter to explain the information
required to substantiate claims of
confidentiality in PMN's. Included in
this letter is a request that the submitter
answer detailed questions to show why
confidential treatment should be granted
for all information claimed confidential
in the PMN. Thus, under the January 10
rules, the burdens of substantiating a
claim of confidentiality were divided
into two phases—those associated with
the filing of the notice itself, and those
resulting from the requirement to
provide additional substantiation at a
later date in response to an EPA request.

Under EPA's business confidentiality
rules, the submitter must file his
substantiation within 15 business days.
This deadline is necessary for the
Agency to respond to FOIA requests in
a timely fashion. Under EPA’s January,
1979 proposal this follow-up
substantiation procedure would be the
rule rather than the exception, because
public interest groups have indicated
that they intend to submit FOIA
requests on all PMNs,

While the January 10 proposal and the
scheme proposed here impose similar
burdens on the notice submitter, the
scheme proposed here offers
substantially increased certainty about

“ the criteria the Agency will use in

making its confidentiality decisions. For
each item of information on the form,
the submitter would state what type of
information an item will reveal, explain
why an item reveals that type of
information, and substantiate the claim
that the information in that category is
entitled to confidential treatment. If a
submitter makes a reasonable effort to
understand the logic of the factors that
entitle information to confidential
treatment, and if, with this
understanding, he signs the certification
and in good faith provides the
appropriate answers to all questions, he
would have provided the information
which the Agency needs to determine
whether to release or withhold PMN
information. Of course, EPA’s :

determinations are subject to judicial
review,

Additional Proposal for
Substantiating Claims of
Confidentiality. In addition to the
January proposal and this revised
scheme, EPA is considering a third
approach that combines elements of the
first two. The Agency would require
substantiation of claims of
confidentiality for specific chemical
identity, use and test data at the time
the PMN is submitted. For other types of
information, submitters would have the
option of either providing substantiation
with their PMN’s, or providing
substantiation only if EPA specifically
requested them to do so, perhaps as a
result of an FOIA request. This would
allow the Agency to review
confidentiality claims for the type of
information required to be published in
the Federal Register notices under
section 5{d](2) of the Act while deferring
substantiation of all other information
claimed confidential until the receipt of
an FOIA request.

There are at least two problems with
this approach. First, although the
particular information required to be
published by section 5(d)(2) notice is
significant for public review, as
discussed above, all information in a
PMN notice is subject to FOIA requests.
Because EPA expects to receive FOIA
request for most PMN's, the Agency
would be required to request additional
substantiation from submitters with the
attendant time and resource burdens for
both parties.

Second, this approach reduces the
benefits provided by the revised
approach presented in this reproposal.
As discussed above, the revised
approach provides a scheme which
allows the submitter to understand the
relationship among his confidentiality
claims, and, therefore, not make claims
which may be difficult to defend. This
third approach, by requiring
substantiation of confidentiality claims
in two phases, makes it more difficult
for the submitter, as well as the Agency,
to evaluate the bases for confidentiality
claims.

The Agency specifically sohcits
comments on this approach as well as
other approaches to providing
substantiation of confidentiality claims.

C. Submittal of Generic Information lf
Certain Information is Claimed
Conﬁden_tza]

1. January 10 Proposal. In the January
proposal, persons claiming the specific
chemical identity of a new substance
confidential would be required to
provide a generic name. This name was
to be “only as generic as necessary to
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protect the confidential identity of the
particular chemical substance” and to
reveal, to the maximum extent possible,
toxicologically significant aspects of the
molecular structure. Submitters were to
utilize EPA guidelines in constructing
generic names (§ 720.41).

EPA also proposed that submitters
who claimed confidentiality for
information on uses of the new chemical
substance provide a generic {i.e., less
specific) use description and supplement
this information with a characterization
of likely exposure to humans or the
environment (§ 720.42). This procedure
would provide the public with
information useful in assessing notices
and.protect the submitter's
caonfidentiality rights.

No other provisions concerning
generic information were included in the
January 10 proposal. .

2. Summary of Comments on ]anuary
10 Proposal. FPA received several
comments from industry and trade
aasociations concerning the generic
name requirements. The majar concern
was that the proposed generic name
guidelines would not permit the degree
of masking necessary to adequately
conceal the specific chemical identity.
Commenters.also stated that the
requirement to reveal toxicologically
significant aspects of the molecular
structure is not realistic given the
limited tinderstanding of the relationship
between structure and biological
activity.

‘Some commenters also stated that a
submitter of a premanufacture notice
who claims specific chemical identity
confidential will also need to claim
some of the physical and chemical
property data confidential to prevent
disclosure of the specific chemical
identity.

3. Revised Appmach In response to
these comments and in an effort to
provide the public with meaningful
information which can be used in

. assessing a new chemical substance, the

Agency has modified its January 10
proposal. Certain data submitted on the
form or attachments would have
particular significance in aiding the
public in assessing a new chemical
substance; however, the Agency
recognizes that much of this infermation
may be subject to a claim of
confidentiality. Therefore, the Agency
has identified four classes of
information for which EPA would
require the submitter to either provide
generic {less specific) information if
certain items are claimed confidential,
orexplain why this less specific
information cannat be provided. The
classes of information-are (1)
manufacturer's identity, (2) specific

chemical identity, (3} use data, and (4)
physical and chemical properties data.
EPA is proposing the following
procedures. If specific chemical identity
is claimed confidential and the Agency
determines that all of the three generic
names proposed by the submitter are
more-generic than necessary to protect
the confidential identity, the Agency
will propose in writing (to the submitter)
an alternative generic name. If the EPA
proposed name is not acceptable to the

- submitter, the submitter must explain

why disclasure of the generic name
would reveal confidential business
information and propose another generic
name. If the submitter’s proposed
generic name is acceptable, it will be
published in an amernded Federal
Register notice under § 720.32. If the
submitter's proposed generic name is
not acceptable, EPA will notify the
submitter of its choice and publish the
chosen generic name in an amended
Federal Register notice thirty days after
this notification.

For manufacturer's identity, use and
physical and chemical properties, the
procedures for developing acceptable
generic descriptions would be modified.
If the submitter proposed a generic
description that was not developed in
accordance with the reporting
instructions, he ' must explain why
disclosure of such a generic description .
would reveal confidential business
information. If the submitter does not
provide a generic description or if EPA

- determines the generic description

provided is more-generic than necessary
to protect confidential business
information, the Agency will develop a
generic description and notify the
submitter. Thirty days after this
notification, the generic information will
be-disclosed to the public.

The Agency specifically solicits
comments on the guidelines for
developing acceptable generic
descriptions. Comments should address
the procedures for natifying submitters
that descriptions reported are more
generic than necessary to protect
confidential business information, and
for requiring the submitter to provide
additional generic descriptions if the
descriptions they have submitted are not
acceptable to the Agency.

Chemical Identity. The January 10
proposal required persons claiming the
specific chemical identity of a new
chemical substance confidential to
provide a generic name. Before
submitting a premanufacture notice, the
submitter was advised to seek-an
advance determination by EPA of an
appropriate generic name. The
advantages of this-procedure are that
the Agency would not need to publish

an amended notice under § 720.32(c).
uncertainty about EPA's choice of a
generic name would be.resolved prior to
submission of the notice, and the public
would receive useful information. If the
premotice communication. pracedure is
not-used by the submitter, the Agency is
proposing the following modification to
the January 10 proposal Jor providing
generic names.

The revised form requmes that the
manufacturer provide three different
generic names, each masked.in a ]
different manner in order to.give the
Agency a choice in determining which
name to publish in the Federal Register.
(The names not selected by EPA would
be kept confidential if their.disclosurein
con;uncuon with other information
which is disclosed would reveal
confidential infarmation.) This approach
is'being proposed because of two major
considerations. First, section 5(d){2) of
TSCA requires the Agency'to pubhsh in’
the Federal Register a generic
description of the new substance within
five days of receipt of the notice. This
does not allow EPA enough timeto
resolve problems with respect to'the
generic name. The Agency believes that
the submission of three names will
enable it to utilize its own-expertise‘in
choosing the most toxicologically
descriptive name and will increase the
likelihood that an acceptable name can

‘be-published in the cherdReg:stn

notice.

The second conslderahon is the
limited ability-of the Agencyto.amend a
name once it-is published in the Federal
Register. Once EPA publishes.a -generic
name, any subsequent amendment:of
that name, taken in:conjunction with the
one that was originally:-published, could
reveal confidential information.
Consequently, EPA's.ability to provide
the public with an amended name would
be seriously impaired.

The requirement to submit- three
names would not. apply to individuals
who have developed an acceptable
generic name through' prenotice

communication with EPA,

Generic Use Information. EPA is
proposing a madification-of its January
10 proposal regardinggeneric-use
descriptions.for new -chemical
substances. The objective of the revisad
approach is to provide information to
the pubhc about-use data without
compromising the submitter’s .
confidential information. The proposal’
establishes a framework Tor-submitters
to describe generic usefor the chemical
substance when the specific categonu
ofaise are confidential. . e
. The proposed approach woulii req) ire
persons who claim the chemical u.g‘e
confidential to provide a use de (
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based on several lists of use
characteristics provided by the Agency.
(See Appendix A.) The categories are—

1. Degree of Containment

2. Level of Environmental Release

3. Type of Population Exposed

4. Type of Environmental Release

8. Type of Human Contact

8. Average Frequency of Human Contact

Each category includes several
characteristics, which describe an
aspect of the use of the chemical. The
submitter would select the
characteristic(s) within each list that
describe the use of the chemical. If more
than one characteristic on each list
describes the use which is claimed
confidential, the submitter would select
all the characteristics that describe the
use. If use has been claimed
confidential, the generic characteristics
selected will be published in the Federal
Register notice in the narrative format
proposed in the Appendix. Publication
of this generic description of use in the
Federal Register notice provides the
public with usefut information, while
avoiding negative effects on innovation
and marketing which could result from
disclosure of more specific use
information, A detailed description of
this system is included in Appendix A,
Section II1.

In general, if a submitter adheres to
the proposed system of use
characterization, a “generic” description
of use and exposure should be
developed which eliminates the need for
any further explanation. If the submitter
did not use the scheme developed by the
Agency. then the submitter would be
required to explain, in an attachment to
the premanufacture notice, why use of
the scheme would disclose confidential
business information.

The Agency invites comments on
cases in which the lists of
characteristics may not provide an
accurate description of use from which
EPA can develop generic use
descriptions. EPA would expect those
descriptions to provide information on
the level, duration and frequency of
exposure as well as characteristics of
the population that will be exposed to
the new chemical substance. The
Agency specifically solicits comments
on its generic use classification system.
Comments should aiso address
alternative ways to provide sufficient
instruction to the submitter for
development of generic use descriptions
which are only as generic as necessary
to protect confidential business
information while providing use
information to the public as required by
Section 5(d)(2) of the Act.

Ranges for Physical and Chemical
Properties. EPA is proposing a

requirement whereby submitters would
report physical and chemical properties
in ranges if disclosure of the specific
value of the property would reveal
confidential business information. EPA
i8 proposing ranges for the following.
properties: vapor pressure, density,
solubility, melting point and beiling
point/sublimation point. (See Appendix
A, Section I11.) Submitters would
provide their own ranges for other
properties if additional specific physical
and chemical properties are claimed

.confidential, EPA will also place these

ranges in the public file. If the submitter
does not use the proposed ranges, he
would be required to explain, in an
attachment to the form, why use of the
ranges would disclose confidential
business information and provide
alternative generic information,

EPA is proposing this approach for
several reasons, First, the Agency agrees
with comments that exact physical and
chemical property data, when combined
with some generic chemical identity
information, may reveal the specific
chemical identity of the substance. On
the other hand, as indicated in the
January 10 proposal, EPA believes that
physical and chemical property data are
health and safety data and that this data
would disclose information on the
potential effects of a substance,
especially with regard to exposure
levels. EPA believes that the use of
ranges, as proposed, would address both
concerns to a significant extent. EPA
intends the ranges to be broad enough to
conceal confidential information and
narrow enough to provide the public
useful information about the new
substance.

The Agency specifically solicits
comments on the concept of using
ranges to disclose physical and chemical
property data. Comments are also
solicited on whether or not the proposed
ranges are too broad to provide useful
information to the public or if they are
too narrow to conceal confidential
information.

Manufacturer’s Identification. EPA
also is proposing that the submitter of a
PMN who asserts that the fact that hJs
company has submitted a PMN is
confidential, must provide a generic
description of the company for inclusion
in the section 5{d)(2) Federal Register
notice. The objective of this requirement
is to provide information to the public
about the company without disclosing
the submitter’s confidential identity. The
proposal would require persons who
claim manufacturer’s identity
confidential to provide a description’
based on three categories of
characteristics: (1) General geographxc

" focation of the company, (2) size of the

. company in total annual sales, and (3)
type of company by Standard [ndustnal
Classification {SIC) Code. (See
Appendix A, Section 1ll.) EPA would
publish the characteristics in the
section 5(d} (2] notice, in a narrative
format.

In particular, the manufacturer would -

be required to identify the region of the
country (as used by the Bureau of
Census in its annual Statistical Abstract
of the United States) in which the
intended site of manufacture is located,
and the total annual sales of the
company (in ranges). The manufacturer
also must provide the three-digit SIC
code for the manufacturing site.
However, if this code will reveal the
company’s identity when taken together
with the information on geographic
location and annual sales, the
manufacturer should provide a two-digit
code and a brief explanation of why a
three-digit code is too specific. If the
submitter does not know the intended
site of manufacture, he should identify
the region in which the company’s
headquarters is located and the primary
SIC code for the entire company.

EPA invites comments on alternative
ways to provide information about the
manufacturer or importer to the public
without compromising the submitter's
legitimate interests in maintaining
confidentiality. EPA especially invites
comments on whether this will provide
useful information to the public about
importers of new chemical substances.
Comments also should address the -
characteristics EPA has provided to
describe manufacturers and whether the
subcategories are only as broad as
necessary to protect confidential

* business information while providing
useful information to the public.

1. Supplemental Reporting

A. January 10 Proposal

On January 10, 1979, EPA proposed in
the Federal Register (44 FR 2242} as part
of its Premanufacture Notification
Requirements and Review Procedures
under Section 5 of TSCA, rules
governing supplemental reporting
requirements under sections 8(a} and 5
of the Act, The proposed rules provide
that EPA may require in writing that
certain persons report supplemental
information concerning a new chemical
substance for which EPA receives a

premanufacture notice if it is known to -

or reasonably ascertainable by them.
Small manufacturers (total annual sales
less than $1,000,000) would have been
exempt from these reporting
requirements, except with respect to
information which supplements,
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provides further detail on, .or clarifies
that included on the PMN form.

The supplemental reporting rules as
first proposed would have required
certain additional informational about
the new chemical substance. First, under
§ 720.50(b) EPA could require the
manufacturer or importer of a reactant
of unknown composition to report the
identity or composition of the reactant
tQ EPA under the following
circumstances: (1) If a person submitted
a PMN for a substance which was a
product-of a reaction which includes
that reactant, and if the submitter has
attempted unsuccessfully to obtain the
information: and (2) EPA-could require a
person who-submits a premanufacture
notice § 720.50{c)), or a person who
mtends to process a substance for which
a premanufacture notice has been
submitted {§ 720.50(d}), to provide the
following: (1) Information designated

_“optional” on the notice form; (2)
information supplementing, detailing, or
clarifying information submitted on the
notice form:; {3) information concerning
the benefits of the substance and the
economic consequences of any specified
regulation under TSCA: and, {4)in
addition, EPA could require such
imended processors to-provide
infarmation concerning categories of
use, amounts processed, manmer-and
menthods of disposal, and any resulting
human and environmental exposure that
may occur. Such information could be
required if it would be relevant to a
determination of whether the substance
should be tested under section 4 of the
Act, controlled under section 5-or
section 6, or followed up-under sections
Sor8.

Paragraph (e) of § 720.50 specified the
procedures EPA would follow in
requiring the submittal of supplemental
information. EPA would provide a
written notice to any person subject to a
reporting requirement. The notice was to
include a copy of § 720.50, a detailed
description of the information to be
submitted, the name and address of the
person to whom the information was to
be submitted. and the date by which
submittal was required. This date was
to be no sooner than 15 days after
receipt of the notification. The preamble
stated that only the Assistant
Administrator for Toxic Substances, or
one of his Deputy Assistant
Administrators, could issue a § 720.50
supplemental reporting requirement.

An analogous provision to § 720.50,
proposed '§ 720.51, stated that EPA could
require any person who has possession
of a health and safety study to submit
that study to EPA, if EPA found that the
study will assist in evaluating the health

or-environmental effects of the
manufacture, processing, distribution in
commerce, use, or disposal of the
substance. The reporting procedures
were to be identical to-those.in § 720.50.

B. Summary of Comments on the
January 10 proposal

EPA received a number of comments
in response to the January 10
supplemental reperting proposal.
Although all comments were reviewed
and considered by the Agency in
developing the present reproposal, EPA
will discuss in this notice only those
comments-addressing parts of the
proposed rule which are being .
reproposed. EPA will respond to
comments concerning otheér aspects of
the January 10 supplamental reporting
proposal when the rule is published in
final form. .

The comments focused on three
issues: (1) EPA’s authority to require
information through letter-writing; (2)
the lack of specific criteria indicating
when information would be required;
and (3} the lack of any procedure for
clarifying or objecting to a supplemental
reporting requirement.

Some commenters questioned EPA's
letter-writing authority and thus
dbjected to the issuance of a general
reporting rule providing for such
procedures. The commenters strongly
suggested that rulemaking on a case-by-
case basis would be more consistent
with TSCA. )

The January 10 regulations were seen
by some commenters as overly broad
and vague, giving the EPA or any-of its
employees total discretion as to the
types of information-which could be .
required. To remedy this perceived
deficiency, commenters -suggested that
EPA should promulgate self-executing
regulations that outline clear criteria
that would enable submitters and
processors to better predict when
supplemental information might be
required.

Commenters also suggested that there
should be procedures for clarifying or -
objecting to a supplemental reporting
requirement. They stated that without
such a procedure, administrative review
of each request for information-would be
precluded and regulatees would be
-deprived of notice and opportunity to be
heard.

C..Revisions to Proposed § 720.50

After an initial review of the
comments received on the January 10
proposal, EPA is still convinced that the
reporting approach contained in
§ 720.50—~implementing information
requirements by letter rather than by
case-by-case rulemaking procedures,

with notice in the Federal Register—is
valid and necessary..EPA's key concem,
as-indicated in the January 10.proposil,
is time. It would be difficult:to ]
promulgate section 8(a) reporting rules
on a case-by-case basis and still receive
the needed information within the
section 5 review period. Also, itismot
clear that full rulemaking procedures are
necessary since the supplemental
requirement would apply to-a single
individual who-will receive-actual notice
of the requirement and be given- an
opportunity to comment. ;
The need for supplemental :eporﬁn,g
authority is made more acute'by EPA's

reproposed PMN form. Except.ina very

limited number of cases, the'information
contained in 8 PMN should be adequate
to identify substances and exposures of
concern; it may, however, be.lnadequate
to determine how or if suchnnew
substances should be regulated. Use-of
supplementa] reporting authority to
gather additional information for further
evaluation of substances of concern is
an integral part of the Agency's proposal
to_reduce the:PMN requirements, an
EPA lacks a mechanism Tor.gbtaining ~
such information-on an expedited basis,
one of EPA's major justifications for
streamlining the PMN form will he v
removed. A
While EPA is not proposing a
modification.of the principle.of i nnposmg
reporting requirements under section
8fa) by letter, the Agency-is reproposing
this section of the regulations to

ERR AR

-alleviate some of the chief concems

expressed.in the comments.. EPA's. major
effort-has -been to develop more:detailed
criteria indicating when:EPA may
require additional information, and
specifying the types of information that
the Agency may require if the criteria
are met. A second significant-change
has been to add to the.paragraph on
“Procedures For Reporting" .{former
§ 720.50(e)) a mechanism by which the
person subject to a proposed reporting
requirement can file a request for
modification or clarification of the
requirement. These. major revisions,
along with others of a less significant
nature, are diacussed in datail below.
Subsection (a)(1] of proposed § 720.50
has been modified to clarify the
applicability of the proposed rule. First,
it states that the supplemental reporting
requirement may pertain to chemical
substances for which a.premanufacture
notification has been received and

related substances. Related substances %

include impurities, byproducts, .

caproducts, degradation:products, and
umntended reaction products. Thus.
EPA will be able to obtain complete
information.on exposure:related:to:

J
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mranufacture, processing, distribution in
commerce, use, and disposal of a new
chemical substance. Second, the revised
paragraph (a) provides that EPA would
issue supplemental reporting
requirements under § 720,50 only during
the premanufacture review period
{including any extensions under section
5{c) of the Act). This limitation was not
contained in the January 10 proposal.
After the PMN review period EPA would
rely on general section 8(a) reporting
rules now being developed.

. Paragraph {a)(2) contains the
proposed small besiness definition for
the purposes of § 720.50. The definition
is the same as that proposed in January
1979, EPA has received many comments
on this proposed definition and is still
evaluating them; the Agency is not
proposing any modification. Persons
may wish to supplement their comments
in the context of the revised reporting
requirements.

EPA is also proposing, in pmgraph
(a){2), that the provisions requiring small
manufacturers to submit additional
information explaining that the PMN be
retained. Small business is generally
exempt from reporting under section 8(a)
of TSCA: it is not exempt from section §
requirements. Therefore, EPA believes
small business can be required under
the autharity of section 5 to submit
information that could have been
required in the PMN but was not. The
Agency is proposing to modify
significantly the scope of the
information small business could be
required to report. The exclusion would
now be limited to information which
explains or clarifies information the
person was required to submit in a

premanufacture notice. EPA has deleted |

the provision that information which
“supplements” that submitted in the
PMN could also be required because the
Agency recognizes that the term
“supplements” is broad enough to cover
the information the Agency would
require under § 720.50. The terms
“explains” and “clarifies” may be
somewhat ambiguous, and EPA solicits
comments on how the regulations might
more clearly define the boundary
between information which could be
required under section 5 and other
information the Agency will obtain
under the authority of section 8(a).
Finally, the revised proposal for
paragraph {a){2) specifically recognizes
that section 8{a)(3)(ii} authorizes EPA to
require small business to report
information in specified circumstances;
EPA intends to maintain this authority
in § 720.50.

Proposed paragraph {b) provided that
if EPA received a PMN for a new

substance whith was the product of an
unknown reactant, the Agency could
require the manufacturer or the importer
to report concerning the composition of
the reactant. EPA is not proposing any
modification of this provision in this
notice. However, EPA will, in the future,
be proposing a rule under section 8(a) to
require reporting by manufacturers and
importers of unknown reactants.
Paragraph {b) may be modified or
deleted when such a rule becomes
effective.

Sections 720.50{c) and (d) of the
January propesal, which contained
supplemental reporting requirements for
notice submitters and intended
processors, have been replaced by
paragraphs (c}-—{g} in this proposal.
Paragraph (c) of this proposal would
require reporting by notice submitters
concerning direct human exposure, and
paragraph (d} would require reporting
by notice submitters concerning
environmental release ar indirect human
exposure. Analogous reporting
requirements for persons whe intend to
process the new substance are
contained in paragraphs {e} and (f).
Paragraph (g}, which wouid apply to
both notice submitters and processors,
prescribes information EPA may
requires ta identify the submitter and its
customers, and prescribes information
to determine the economic significance
of the new substance ang the impact of
possible regulatory actions. The general
structure of each paragraph (c) through
(f) is as follows. First, EPA details the
finding the Agency would make before
reguiring any supplemental reporting: -
then the rule apells out the types of
information EPA may require.

Each paragraph sets out the two basic
findings which must be made before
EPA could require supplemental
reporting. The first alternative finding
applies to a substance of suspected
toxicity. If this determination is made,
EPA must also find that the physical and
chemical properties of the substance (or
chemical fate information, where
reporting of environmental release data
is concerned) and information on
release indicate a potential for human or
environmental exposure.

As an alternative, EPA may apply a
reporting requirement if the Agency
determines that it lacks sufficient data
to determine the potential hazard from -
the substance. In this situation, EPA
would also have to find that physical
and chemical properties (or chemical
fate data} indicate a potential for
significant human or environmental
exposure. In general, exposure could be
“signficant” if it is widespread at any
level of concentration, or if there is high

exposure to any number of persons or
ecological populations. Thus. if EPA
lacks data indicating toxicity, the
Agency would need to meet a more
rigorous exposure test before requiring
supplemental reporting during the PMN
review peri

Once one of the findings set out above
is made, EPA, under the revised
proposal, would require reporting of
specific information only if the Agency
found that exposure might occur at a
particular stage of a substance’s life
cycle. These stages include
manufacturing, processing and industrial
use, distribution in commerce, disposal.

. and end use. The last part of each

paragraph sets forth the information
which may be required for each stage in
a substance’s life cycle. For example, if
under § 720.50(c} EPA found that the
criteria of paragraphs {c}2} or (ck3)
were met and that exposure occur
upon-end use of a substance, the Agency
could require reperting of information on
packaging and labeling. use :
specifications and recommendations,
and other similar information.

A reparting requirement under
paragraph (g} may be issued on the
basis of any of the findings under
paragmphs {c} through (f}. If such

are made, EPA may need to
identify potential customers.
Fuarthermore, any substance for whu:h
such findings are made is a candidate
for regulatory action by EPA. For most
regulatory actions under TSCA, EPA
will consider available data on
economic consequences of the actioa. In
addition, if EPA intends to seel judicial
action under sections 5{e} or 5(f}, .
specific identifying information for the
company may be required. (This Federal
Register notice proposes deleting the
requirement that submitters provide
such information in the PMN.)

Fmally, in paragraph th) of § 72050,
EPA is proposing a modification of the
procedures for imposing a supplemental
reporting requirement. As in the Jaouary
10 proposal, the requirement will be :
injtiated by a written notice to the
person for whom information is
required. The regulation specifies that
the notice will be signed by the
Assistant Administrator or a Deputy
Assistant Administrator in the Office of
Toxic Substances. This makes clear that
these reporting requirements will not be
issued by lower-level staff members
within OTS.

Under the proposed approach, the first
notice to the company will be a
proposed reporting requirement. The
contents of this notice will be expanded
from those previously proposed. EPA is
proposing 1o include a statement of the
findings made under this sectian to
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require supplemental reporting; in
addition, the notice will describe the
appeal procedures EPA has established.

The proposed appeal procedures, set
forth in § 720.50(h)(2), were developed in
response to comments that persons
subject to the rule should be given an
individual opportunity to comment. The
person subject to the requirement would
be required to file any formal objections
within ten days after his receipt of the
reporting notice. This short time period
is necessitated by the statutory time
limits on PMN review. An objection may
include a request for modification or
further explanation of the requirement,
or a request for an extension of the time
period within which to report. In any
case, the company would be required to
state which specific part of the
requirement it is seeking to modify, and
to provide a detailed explanation of the
grounds for this objection. Provisions for
which no objections or requests have
been received within the ten-day filing
period will become final at the end of
the ten day period. ’

EPA would consider all objections or
requests regarding the supplemental
reporting requirements, and in every
case would respond in writing to the
objections. EPA could either revoke the
proposed requirement, or finally adopt
it. The reporting requirement would
become final and effective as soon as it
was received by the submitter or other
person subject to the requirement.

Alternatives Considered. In
formulating this reproposal, EPA
considered two alternative approaches
for establishing criteria for imposition of
a supplemental reporting requirement.
The first alternative was to maintain
very general criteria similar or identical
to those in the proposal of January 10.
These criteria were very broad. This
alternative would be attractive to EPA
because, by setting out more specific
criteria. the Agency will inevitably find
that in at least some cases information
would not be available during the PMN
review period. However, EPA
recognizes that this approach would not
allow industry to anticipate the
circumstances under which information
would be required.

A second alternative considered by
EPA was to develop very precise
criteria, which would link the presence
or absence of specific information on the
form to specific categories of
information which could be required by
EPA. Although this approach would be
more responsive to the request for more
concrete reporting criteria, EPA has
concluded that development of such
criteria at this time would be extremely
difficult. The state of the art concerning
analysis of the risk potential of new

chemical substances does not allow for
the development of simple equations to
determine if a substance presents a risk,
and to indicate what if any additional
data are necessary to make a
responsible evaluation. It would be
nearly impossible, for example, to
prescribe a specific range of results -
concerning the activity of analogue
substances that could be relied upon, in
combination with exposure data, to
indicate the Agency's informational
needs efficiently and effectively.
Intending to avoid both extremes, EPA
with this notice is reproposing the rule
to clarify and specify when reporting
may be required, without creating a
criteria system so complex that it is
burdensome and inefficient to
administer.

D. Revisions to § 720.51

EPA is not proposing any revision in
the criteria to exercise the Agency's
authority to require submission of health
and safety studies. The criteria for
reporting are simple. First, EPA must
have some indication that the person
possesses a study concerning a
particular substance. Second, the study
must be such as to assist EPA in
evaluating potential health and
environmental effects of a substance.
Generally, this second finding should
not be controversial, because for many
new substances (and related
substances) there will be little testing
available, and each study will have a
significant incremental value in
understanding potential hazards.

EPA has revised § 720.51(b) to reflect
the new réporting procedures developed
for § 720.50. While the possible
objections to a requirement to provide a
particular health and safety study or
studies are less complex, and the full
procedures of § 720.50(h} may not often
be necessary to resolve any conflict, this
distinction does not justify the
maintenance of different reporting
procedures under §§ 720.50 and 720.51.

Section [IV—Cost and Economic Impact
Issues

A. January 10 Proposal

In January 1979 EPA published an
economic report entitled “Impact of
TSCA Proposed Premanufacturing
Notification Requirements” (EPA
Contract No. 68-01—4717), which
accompanied the proposed
premanufacture rules and notice forms.
The report was a preliminary attempt to
characterize the chemical industry,
particularly to estimate the effect that
the proposed PMN requirements might
have on the development of new
chemicals in this country.

-

" requirements could be that the rate of

Although the data and time available
to complete the study were limited. the
study did provide EPA with the
following:

(1) A characterization of the chemical
industry in terms of products and
markets, output, growth, foreign trade,
employment, and market structure;

(2) A characterization of new
chemical development practices:

(3) An estimate of the range of unit
costs possible under the proposed PMN
forms;

(4) An assessment of the impact of
premanufacture notice costs on the rate
of introduction of new chemicals; and

(5) An estimate of the total industry
costs as a result of the proposed PMN
forms.

EPA acknowledges that the study was
limited in scope, because it only
addressed the notice form itself. The
study did not consider the costs and
perceived risks to new product
introduction presented by other
provisions, such as those dealing with
confidentiality, invalid notices,
“customer contact”, and importers and
exporters. Similarly, the study was
limited in that it only addressed one
measure of impact, the impact on the -
numbers and types of chemicals
introduced for commercial purposes.

The conclusions of the study, as
interpreted by EPA, were that PMN
costs would range from about $2,500 to
$22,200 per substance for the mandatory
portion of the form, and from about
$8,000 to $41,400 for the combined
mandatory and optional parts. EPA
agreed with the contractor's findings
that, in general, the lowest costs of
premanufacture notification would
apply to substances (1) that are
submitted by smaller companies. (2) that
are not expected to have significant
health/environmental effects or
exposure, (3) for which most data are
readily available, and (4} for which
there is limited distribution and use.
EPA similarly agreed with the
contractor’s findings that the highest
costs of premanufacture notification
would apply to substances (1) that are
submitted by larger companies, {2) that

might have significant health/

environmental effects or exposure, (3)

for which the existing data would e
require extensive retrieval and o7

formatting efforts, and (4) for which

there is extensive distribution and use.
Given this range of costs, the report

concluded that one result of PMN

introduction of chemical substances
could be reduced from 10% (if the $2,
figure were incurred for a// submissi
to 90% (if the $41,400 figure were
incurred for a// submissions).
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The costs and impacts derived in the
study may have been overestimated
because the study did nat adequately
take into account the approach that
small companies would take to
campleting the PMN form. Due to the
limited technical and legal resources of
small companies, and because the
answer to many of the questions in the
form would be “not available”, EPA
concluded that the unit costs of
notification and, hence, the impacts for
many companies would be much lower
than these ranges.

In addifion. EPA believed that the
data on which the analysis was based
were insufficient to characterize new
chemicals and their development
process with an adequate degree of
certainty. for purposes of projecting the
impacts of the premanufacture
requirements. Because inadequate data
existed with which ta characterize the
uses, production processes, and toxicity
of the chemicals sampled in the study,
no attempt could be made to determine
which chemicals in the sample would
have been subject to which levels of
cost. Further, the contractor had to make
assumptions concerning the ability of
manufacturers to pass foward the costs
of premanufacture notification to
consumers; the maximum portion of
profit that manufacturers might be
willing ta divert to regulatory costs: and
the average length of product life. These
assumptions had direct bearing on the
outcome of the impact analysis and, in
the opinion of EPA, should be subject to
closer scrutiny before determining the
economic impact of the premanufacture
requirements. .

B. Public Comments

During the public comment period
following the January 10 proposal, EPA
received a number of comments
concerning the costs and economic -
impacts of the proposal. With few
exceptions there was general consensus
from the industry that the unit costs
estimated by the contractor were
accurate and reasonable and that, given
those costs, the conclusions concerning
the effect on the rate of introduction of
new chemicals were acurate. In light of
the contractor’s conclusions, industry
commenters stated that the burden of
the proposed requirements would be
onerous, a deterrent to innovation, and a
threat to the economic viability of the
chemical industry.

Although most commenters did not
provide much information about their

new chemical development practices or

about how the PMN requirements would
actually affect them, the following
common areas of concern were
identifiable: .

{1) Proposed Notice Form—Comments
concerning the notice form indicated
that the costs of completing the farm
would be excessive relative to the
profits of many new substances. Several
companies commented that the scope of
the form was too broad and that many
companies do not possess the types of
expertise identified by the economic
contractor as being required to complete
the form.

(2) Invalid Notice Provisions—
Comments on the invalid notice
provisions {proposed § 720.34} indicated
a concern by many companies that there
could be lengthy delays in the notice
review process that would erode the
commercial attractiveness of certain
new ventures (particularly small volume
specialty chemicals). This in turn would
discourage companies from initiating
those types of ventures. However, some
companies stated that the possibility for
dialogue with EPA in case of ambiguity
or errar would alleviate some of the
uncertainty associated with this
provision and, hence, some of the
barriers to innovation.

(3) Conﬁdennahty Provisions—
Comments concerning the ~
confidentiality provisions indicated that
the provisions could be a major
deterrent to innovation, depending upon
how EPA implemented them. The risks
posed by untimely disclosure of
chemical identity, company name, or
marketing data could create
disincentives to develop new chemicals
because disclosure would erode a
company's campetifive advantage in
new ventures as-well as its ability to
secure patents.

{4} “Customer Contact” Provisions—
Industry comments on the proposed
“customer contact” provisions
(proposed § 720.20{e)) indicated that the
procedures for mandatory notification of
potential customers would dissuade
many potential customers from
sampling, testing, and purchasing new
substances and would thus create
disincentives to the development of new
chemicals.

{5} Import Provisions—Caomments on
the provisions for imported substances
(proposed § 720.21) indicated a number
of distinct concerns:

a. Commenters stated that notification
requirements appeared to be less
stringent for importers than for domestic
manufacturers (due to the omission of
workplace exposure questions in the
importers form), and that importers,
therefore, would have a cost advantage
in bringing new chemical substances to
the American market. i

b. Commenters stated that the import
provisions would give a competitive -
advantage to importers or foreign

manufactuers by virtue of their ability
more freely to test market abroad and
screen out commercially unsuccessful
substances prior to submitting PMN's.

c. Commenters stated that the import
provisions would create a non-tariff
trade barrier to importation of chemicals
due to the requirement for “upstream”™
commercial contact (proposed
§ 720.21(e}). Because some importers
(e.g. brokers, intermediaries) do not
know very much about the chemicais
they import, they would have to rely on
foreign manufacturers to provide most of
the information to EPA. Because these
types of importers also typically do not
have direct access to their foreign
manufacturers, there was concern that
there would be difficulties getting the
necessary data to EPA In a timely
fashion, possibly leading to frequent
findings of invalid notice; supplemental
reporting requirements, ‘and Section 5fe}
actions.

(6) Impact on Research and
Development (R&D) Expenditures and -

Activities—Several industry

commenters indicated that the
premanufacture requirements would
force changes in the R&D expenditure
policies of companies. Some companies
commented that the increased costs of
product development would lower the
proﬁtabxhty of basic research. resulting
in a cutback in funding for basic )
research and increased emphasis on
development and modifi catlon of
existing chemicals.

{7) Macroeconomic Impacts of PMN'
requirements—Several commenfers
stated that the proposed PMN :
requirements would have fa.r-reachmg
effects on the economy as a whole. The
importance of innovation in chemical
technology to all facets of the American
economy, and the reliance on chemical
innovation by many other industries for
their own competitive advantage in
world markets, were said to be a basis
for the proposed requirements to have
significant effects on gross n_atural
product, the balance of trade, prices,
employment, and other macroeconomlc
indicators.

(8) Impact on Small Business—Several
commenters expressed concern that
small businesses would be ’
disadvantageously affected by the .
proposed requirements. The reasons
stated generally were thaf small
companies would not be able fo absorb
the increases in R&D costs as readilty as
larger companies and would be forced
to cutback R&D expenditures or fo
discontinue R&D altogether. It was =
stated that this would result in a greater
concentration of R&D activities and
sales amang the larger companies.
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C.EPA’s Respénse to Comments—The
Revised Analysis

EPA currently is conducting a more in-
depth study of the proposed
premanufacture requirements to respond
to the issues raised in the public
comment period and to determine with a
greater degree of confidence the nature
of the results costs and economic
impacts. The main purpose of this
analysis is to account for the costs and
impacts of the initial reporting program
in its entirety. EPA will attempt to
access the costs and economic
implications of the following rules
provisions, in addition to the costs and
impacts of the notice form itself:

Confidentiality

Invalid Notice

Imports and Exports

*“Customer Contact”

Supplemental Reporting

Notice of Continuing Review

Extension of Notice Period ‘
Exemptions for Small Quantities for Research
" and Development

Exemptions for Test Marketing

Although these assessments are likely
to be qualitative EPA believes they will
help answer the questions of which, if
any, types of companies or ventures will
be adversely affected by the rulemaking
and how they would be affected.

A second purpose of the revised
analysis is to attempt to extend the
previous analysis by examining more
closely the secondary impacts of the
premanufacture requirements. The
proposed economic analysis examined
the impact of the requirements on the
rate of introduction of new chemicals.
To the extent possible, this revised
analysis will assess the effects that
changes in the numbers and types of
chemicals will have on policies for R&D
allocation and expenditure and on
industry sales, growth, profitability, and
structure. Due to the complexity of the
chemical industry, it is not likely that
this analysis will yield quantitative
conclusions. However, it may give some
indication of the direction and types of
change that might occur if EPA
promulgates the proposed requirements.

The revised analysis will use a
methodolgy similar to that used in the
previous economic analysis, but will
benefit from an improved data base.
Data will be collected on chemicals
recently introduced by as many as 30
companies. This should provide
information from which to determine the
types of chemicals and companies that
may be affected adversely by the
premanufacture requirements, and why
they would be so affected.

At this time EPA believes that the
premanufacture requirements will not

adversely effect most manufacturers,
due to the reduced costs of the revised
PMN form. However, EPA is aware that
even minimal notifiction requirements
and time delays may impose special
burdens on, and threaten the existence '
of, certain enterprises. Through its data
gathering effort, EPA intends to
characterize those companies and
chemiczals that may be adversely
affected.

D. Public Review and Comment

This new analysis will focus on the
economic costs and impacts of major
provisions in the proposed
premanufacture rules and forms, and
will be based upon an expanded data
base. Therefore, before the Agency
promulgates the rules and notice forms,
it will publish for public comment a
report that includes the new data plus -
the cost and impact analyses. Notice of
the availability of this report will be
published in the Federal Register. During
the public comment period EPA will
solicit input concerning these data and
analyses, including the assumptions and
methodologies used and conclusions
reached. : .

In general, EPA will not ask the public
to provide comments on the technical,
legal, and policy aspects of the proposed
rules and notice forms—those comments
must have been submitted during the
public comment period accompanying
the January proposal and this current
reproposal. However, comments on the
economics report may address policy
and other non-economic aspects of the
rulemaking insofar as decisions on the
latter should be influenced by the
economic findings and conclusions. EPA
will carefully review and use the report
and comments received on it in making
decisions concerning the contents of the
final rules and notice forms.

V. Comments and Public Meetings

EPA invites comments on all issues
raised in this notice. Comments on the
revised notice forms should focus on
EPA’s general approach, the Agency's
need Tor the information, the availability
of requested information to notice
submitters, and the burden of obtaining
the information and completing the
forms. Do not resubmit comments on the
January 10 proposed rules and forms.
They will continue to be a part of the
official record of this rulemaking. When
EPA promulgates the final rules and
forms, the comments on the January
proposal, as well as the comments on
this notice, will be evaluated. -

During the 45-day comment period,
beginning on the publication date of this
notice, EPA personnel will be available
to meet with interested persons from

individual companies, trade

"associations, organized labor, and

public interest organizations to discuss
the revised notice form and other issues
raised in this notice. EPA will provide
the facilities and make other necessary
arrangements for such meetings. The
Agency will prepare transcripts or
summaries of the meetings for inclusion
in the official public record.

The meetings will be open to all
members of the public, but active
participation will be limited to those
persons who request the meetings and
EPA participants. Persons should call
EPA's Industry Assistance Office at the
number listed below for more
information (i.e. dates, times, places,
participants, topics).

Most meetings will be held in
Washington, D.C. However, EPA is very
interested in obtaining input directly
from small companies, local labor
officials, and regional public interest
organizations. For this reason, the
Agency will hold a limited number of
meetings outside of Washington where
there is a demonstrated interest in and
need for such meetings. For example,
EPA officials will agree to meet with a
number of small companies at a central
location if it is clear that the Agency
cannot otherwise receive input from
such persons. -

Persons who wish to meet with EPA
representatives should contact the
Industry Assistance Office at 800—424—
9065; in Washington, D.C. please call
554-1404. This office will arrange times
and places for the meetings and, as
noted above, will provide such
information to the public.

After the public comment period
closes, EPA will evaluate the comments
received and will hold at least one
general public meeting to discuss the
comments with interested persons
(particularly those who submitted them);
the meeting is scheduled as follows:

Date: Dec. 12, 1979

Time : 9:004.00

Location: Health Education and Welfare

Auditorium, 4th & Independance Ave.
SW., Washington, D.C.

During the comment period, if EPA

" determines that it should hold more than

one of these general meetings, the
Agency will announce them in the
Federal Register. In general, any such
meetings will be organized around a
series of key topics, and will include a
panel of EPA officials in dialogue with
persons who submitted written
comments. The Agency will prepare
transcripts of such meetings for
inclusion in the public record. Active
participation will be limited in these
meetings to persons who submit written
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comments during the 45-day comment
period. The Agency does not intend to
reopen the comment period for submittal
of written comments following these
meetings.

EPA welcomes suggestions concerning
these meetings—({number, formats, and
so forth). Address specific comments on
this issue to:

Director, Industry Assistance Office,

Environmental Protection Agency, 401 M
Street, SW., Wash. DC 20480

VL Public Record

EPA has established a public record
for this rulemaking (docket number OTS
050002) that is available for inspection
in the OTS Reading Room from 9:00 a.m.
to 5:00 p.m., on working days {(Room
447E, 401 M Street, S.W., Washington,

'D.C. 20460). This record includes all of

the information considered by the
Agency in developing this proposal. The
Agency will supplement the record with
additional information as it is received.
The record includes all of the categories
of information listed in the January 10,
1978, Notice of Proposed Rulemaking (44
FR 2263). In particular, the record has
been supplemented for the purposes of
this reproposal with the following
documents:

{1) USEPA—OTS. “Reproposal of
Premanufacture Notice Forms and
Provisions of Rules: Notice of Proposed
Rulemaking.”

(2) USEPA—OTS. (Impact of TSCA
Proposed Premanufacturing Notification
Requirements; contract No. 66-01-4717.)

(3) Working drafts of the proposed
Premanufacture Notice forms dated June
28, 1979, July 23, 1979, and August 7,
1979.

(4) EPA documents distributed at the
meetings (and transcripts) of the
Administrator’s Toxic Substances
Advisory Committee (ATSAC), August
14, 1979, and September 25, 1978.

(5) EPA materials on the planned
reproposal of the premanufacture notice
forms distributed at the Embassy
Officials Briefing, September 11, 1979.

The docket of the record that details
its specific contents to date is available
in the OTS Reading Room. EPA
welcomes comments on any additional
material that should be part of the
record to date. EPA will identify the
complete rulemaking record on or before
the date of promulgation of these
requirements, as prescribed by TSCA
section 19(a)(3).

Note.—Under Executive Order 12044,
Improving Government Regulations, EPA
must determine whether a proposed
regulation is "significant” and therefore
subject to the requirements of the order. On
May 28, 1979, EPA published a report on how
it will implement the order (44 FR 30888).

Consistent with the order and EPA's report,
the Agency has reviewed the proposed
Premanufacture Notification Requirements
and Review Procedures (44 FR 2242}, January
10, 1979, and the forms and rules that are
reproposed in this Federal Register notice.
EPA has determined that they are “major
significant” regulations, as that term is
defined in the Agency’s report (44 FR 30089-
90). EPA will issue them in accordance with
the requirements of the report concerning
internal Agency development and review,
public participation, economic analysis, and
consideration of other regulatory impacts and
alternatives. In particular, see Section 1.B.4
above for a discussion of the economic costs
of this reproposal and Section IV for a
description of other economic analyses that
EPA has under way.

{Secs. 5. 8, and 14 of the Toxic Substances
Control Act {15 U.S.C. 1604, 2607, and 2613.))

Dated: October 1, 1979.
Douglas M. Costle,
Administrator.

40 CFR 720.40, 720.41, 720.42 and
720.43 are reproposed to read as follows:
Section 720.44 is redesignated as
§ 720.45, and a new § 720.44 is added.

§ 720.40 General provisions.
* * * * *

(c)(1) At the time a person submits the
information to EPA, he must

_ substantiate all claims of

confidentiality. The person must provide
substantiation in the manner specified
in the reporting instructions.

*

* * * T+

§ 720.41 Specific chemical Identity.

(a) * ¢ %

3 ¢ & &

(i)(A) Submit the specific chemlca]
identity of the substance; and either

(B) Report the generaic name which
was accepted by EPA in the prenotice
consultation under paragraph (a)(2) of
this section or

(C) Provide three generaic names,
each masking the cherhical identity in a
different manner, and each only as
generic as necessary to protect the
confidential identity of the particular
chemical substance. These names
should reveal to the maximum extent
possible toxicologically significant
aspects of the molecular structure.
Before proposing generic names to meet
these criteria, the submitter should
consult the guidelines for Creating
Proposed Generic Names, published as
Appendix II to these rules. The
submitter shall explain why a more
specific name would reveal confidential
business information.

(4] * 0

{i) If a submitter asserts such a claim,

and if he complies with the procedures
specified in paragraph (a}(3) of this
section, EPA will publish in the Federal

Register notice under § 720.32 either the
generic name agreed upon by EPA or
one of the generic names proposed by
the submitter.

* * * * L]

(iv)}(A) If at any time EPA determines
that the generic names proposed by the
submitter are more generic than
necessary to protect the confidential
identity, the Agency will propose in
writing, for review by the submitter, an
alternative generic name that will reveal
to the maximum extent possible
toxicologically significant aspects of the
molecular structure. o

(B) If the EPA proposed generic name
is acceptable to the submitter, EPA will
publish the generic name in an amended
Federal Register notice under § 720.32.

(C) If the EPA proposed generic name
is not acceptable to the submitter, the
submitter must explain in detail why
disclosure of the generic name would
reveal confidential business information
and propose another generic name
which is only as generic as necessary to
protect this confidential information. If
EPA does not receive a response from
the submitter within 30 days after the
person receives this notice, the Agency
will publish its chosen generic name in
an amended Federal Register notice
under § 720.32 without further notice. 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 the generic name in an amended
Federal Register notice under § 720.32. If
the submitter's proposed generic name
is not acceptable, EPA will notify the
submitter of its choice of a generic
name. Thirty days after this notification,
EPA will publish the chosen generic
name in an amended Federal Register
notice under § 720.32, .

* & &

[6] * & &

(ii) If EPA determines that the generic
name proposed by the submitter is more
generic than necessary to protect the
confidential identity, the Agency. will
propose in writing for review by the
submitter an alternative generic name
that will reveal to the maximum extent
possible toxicologically significant
aspects of the molecular structure.

(iii) If the EPA proposed generic name
is acceptable to the submitter, EPA will
place the generic name in an appendlx
to the inventory.

(iv) If the EPA proposed generic name
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
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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 he
receives this notice, the Agency will
place its chosen generic name in an
appendix to the 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 the generic name in an appendix
to the inventory. If the submitter’s
proposed generic name is not
acceptable, EPA will notify the
submitter of its choice of a generic
name. Thirty days after this notification,
EPA will place the chosen generic name
in an appendix to the inventory.

§720.42 Uses and intended uses of a new

chemical substance.
[b) * ..

- {2} Provide, in non-confidential form, a
description of the uses that is only as
generic as necessary to protect the
confidential business information.
Before proposing a generic description
of the uses to meet these criteria, the
submitter should consult EPA's
reporting instructions. The generic use
description will be included in the
Federal Register notice under § 720.32.

* . (] * *

(4) Provide a detailed written
substantiation of the claim, as specified
in the reparting instructions,

{d){1) If the submitter reports a generic
use description other than in accordance
with the reporting instructions, he must
explain in an attachment to the form
why disclosure of a generic use
description developed in aczordance
with the reporting instructions would
reveal confidential business
information.

(2) If the submitter does not provide a
generic use description, or if EPA
determines that the use description
provided is more generic than necessary
to protect the confidential uses, the
Agency will develop a generic use
description and notify the submitter.
Thirty days after this notification, EPA
will publish its chosen generic use
description in an amended Federal
Register notice under § 720.32.

§$720.43 Data from health and safety
studies.

(e) Ranges for physical and chemical
properties. (1) If a submitter has claimed
specific chemical properties of the
substance confidential, he must report
the specific data to EPA and also
provide the data for these properties in

ranges that are only as generic as
necessary to protect the confidential
data. These ranges will be placed in the
public docket of the premanufacture
notice. Before proposing the ranges, the
submitter should consult EPA's
reporting instructions.

(2) The submitter must provide a
detailed written substantiation of the
claim, as specified in the reporting
instructions.

(3) If the submitter does not provide
this data in the ranges specified by EPA,
he must explain in an attachment to the
form why disclosure of the data in the
specified ranges would reveal
confidential business information.

(4) If the submitter does not provide
ranges for the chemical properties or if
EPA determines that the ranges
provided are more generic than
necessary to protect the confidential
data, EPA will assign a range to the data
and notify the submitter. Thirty days
after this notification, EPA will place the
ranges for the data in the public docket.

§720.44 Manufacturer’'s identity.

{a) If the submitter claims his identity
confidential, he must provide a
description of the company which is
only as generic as necessary to protect
the confidential identity. This generic
description will be included in the
Federal Register notice under § 720.32.
Before preparing the description, the
submitter should consult EPA’s
reporting instructions. :

{(b) The submitter must provide
substantiation of the claim, as specified
in the reporting instructions. N

(c)(1) If the submitter does not follow
the reporting instructions for developing
a generic manufacturer identity, he must
explain in an attachment to the form
why disclosure of the generic identity
developed in accordance with the
reporting instructions would reveal
confidential business information.

(2) If the submitter does not submit a
generic description for manufacturer's
identity, or if EPA determines that the
description provided is more generic
than necessary to protect the
confidential identity, the Agency will
develop a generic description of the
manufacturer's identity and notify the
submitter. Thirty days after this
notification, EPA will publish the chosen
generic manufacturer identity
description in an amended Federal
Register notice under § 720.32.

§720.45 Public flles. [Redesignated from
§ 720.44.]

L] . -* . *

2. 40 CFR 720.50 and 720.51 are

" reported to read as follows:

§720.50 Reporting Requirements under
section 8(a) and section 5 of the Act.

(a) General. (1) EPA may use the
procedures established in paragraph (h)
of this section to require persons to
report supplemental information during
the premanufacture review period. EPA
may request information with respect to
the manufacture, import, processing,
distribution in commerce, use, or
disposal of a new chemical substance or
related substances for which the Agency
receives a premanufacture notice.
Related substances include impurities,
by-products, coproducts, degradation
products, and unintended reaction
products. Except as provided in -
paragraph (a}{2) of this section,
paragraphs (b), (c), {d). (e), {f), and (g) of
this section prescribe the persons who
may be subject to these reparting
requirements. Information must be
submitted if it is known to or reasonbly
ascertainable by the submitter or
processor. .

(2) No persan whose total annual
sales are less than $1,000,000, based
upon the person's latest complete fiscal
year, shall be subject to a reporting
requirement under this section, except
for information which explains or
clarifies any infomration which the
person was required to submit in his
premanufacture notice, or information
with respect to a substance for which
section 8(a)(3)(ii) of the Act is
applicable. In the case of a company
which is owned or controlled by anether
company, total annual sales shall be
based on the total annual sales of the
owned or controlled company, the -
parent company, and all companies
owned or controlled by the parent
coml;pany taken together.

( ] * & % R

(c) Notice submitters’ requirement to
report information concerning potential
risk resulting from direct human
exposure.—(1) General. If EPA makes
the findings in paragraphs (c){2) or (c){3)
of this section, and if EPA finds that
there may be exposure in the
manufacture, processing, distribution in
commerce, use, or disposal stages of a
chemical substance's life cycle, the
Agency may require the submitter of a
premanufacture notice to report any of
the information specified in paragraph
(c)(4) of this section, pertaining to that
stage of a substance's life cycle. .

(2) Finding with respect to substances
of suspected toxicity. A finding under
this paragraph {c)(2} may be made if all
of the following criteria are met with
respect to a new chemical substance or
a related substance:

{i) Information on toxicity submitted
with the premanufacture notice or
otherwise obtained by EPA indicates the



Federal Register / Vol. 44, No. 201 / Tuesday, October 16, 1979 / Proposed Rules

59785

substance may present a significant
hazard to humans. The following will be
considered: Results of in vitro tests,
results of in vivo tests, data an
analogues, epidemiological data, and
other similar data;

(i) Information on physical/chemical
properties indicates a potential for
release resulting in human exposure.
Properties to be considered include:
Physical state, vapor pressure, viscosity,
particle size distribution, surface
tension, solubility, vapor emission rate,
and other similar data; and

(iii) Information on release submitted
in the notice form and any other
information obtained by EPA indicates a
potential for release resulting in human
exposure.

(3) Finding with respect to substances
of unknown toxicity. A finding under
this paragraph {c){3) may be made if all
the following criteria are met:

(i) Sufficient data on toxicity have not
been submitted-with the premanufacture
notice nor have other data been
obtained by EPA (including data on
analogues) that are sufficient to
determine whether the substance may
be harmful to humans;

(ii) Physical/chemical properties,
including those listed in paragraph
(c)(2)(ii) of this section, indicate a
potential for release resuiting in
significant human exposure; and

{iii) Information on release submitted
with the premanufacture notice or any
other information obtained by EPA
indicates a potential for release
resulting in significant human exposure.

(4) Information which may be
required. EPA may require the following
information with respect to the stage of
the substance’s life cycle for which
appropriate findings are made:

(i) With respect to the manufacture,
processing, or industrial use of a
substance, EPA may require information
concerning: an explanation of any
information presented in the form,
equipment specifications, engineering
safeguards, operating procedures,
industrial hygiene practices,
maintenance, cleaning, and preparation
procedures, process chemistry, use. and
other similar information.

(ii) With respect to distribution in
commerce, EPA may require the
following types of information about the
substance, and mixtures and articles
containing the substance: Packaging and
labeling information, potential for and
magnitude of a spill, transport
safeguards and handling procedures,
and other similar information.

(iii) With respect to disposal, EPA
may require the following types of
information about the substance, and
mixtures and articles containing the

substance: Waste handling procedures,
identity of disposal site, information on
method of disposal, and other similar
information.

{iv) With respect to end use, EPA may
require the following types of
information about the substance, and
mixtures and articles containing the
substance: Formulation or construction
of the product, packaging and labeling
information, use specifications and
recommendations, and other similar
information.

(d) Notice submitters’ requirement to
report information concerning potential
risk to human health or the environment
resulting from environmental release.—
(1) General. If EPA makes the findings in
paragraphs (d)(2) or {d)(3) of this
section, and if EPA finds that there may
be environmental release in the
manufacture, processing, distribution in
commerce, use, or disposal stages of a
chemical substance’s life cycle, the
Agency may require the submitter of a
premanufacture notice to report any of
the information specified in paragraph
(d)(4) of this section pertaining to that
stage of a substance's life cycle.

(2) Finding with respect to substances
of suspected toxicity. A finding under
this paragraph (d)(2) may be made if all
of the following criteria are met with
respect to a new chemical substance or
a related substance:

(i) Information on toxicity, including
data listed in paragraph (c)(2)(i) of this
section, submitted with the
premanufacture notice or otherwise
obtained by EPA, indicates that the
substance or mixtures or articles
containing the substance may present a
significant hazard to human health or
the environment;

(ii) Information on chemical fate
submitted with the premanufacture
notice or other information obtained by
EPA, including information on potential
for environmental transport, potential
for or nature of transformation in the _
environment, and potential for
bioaccumulation indicates that human
or gnvironmental exposure might occur;
an

(iii} Information on release submitted
with the premanufacture notice and any
other information obtained by EPA
indicates a potential for release
resulting in human or environmental
exposure.

{3) Finding with respect to substances
of unknown toxicity. A finding under
this paragraph (d)(3) may be made if all
the following criteria are met:

(i) Sufficient data on toxicity have not
been submitted with the premanufacture
notice nor have other data been
obtained by EPA (including data on
analogues} which are sufficient to

determine whether the substance may
be harmful to humans or the
environment;

(ii) Information on chemical fate
submitted with the premanufacture
notice and other information obtained
by EPA, including data on properties
listed in paragraph (d)(2)(ii} of this
section, indicates that significant human
or ;nvironmental exposure might occur;
an

(iti) Information on release submitted
with the premanufacture notice and
other information obtained by EPA
indicates a potential for significant
release resulting in human or
environmental exposure.

(4) Information which may be .
required. EPA may require the following
information with respect to the stage of
the substance’s life cycle for which
appropriate findings are made:

(i) With respect to the manufacture,
processing, or industrial use of the
substance, EPA may require information
concerning: pollution control equipment,
existing treatment of the substance,
specific aspects of the manufacturing or
processing operation, uses of the
substance, and other sxmllar
information. )

(ii) With respect to distribution in’
commerce, EPA may require the types of
information concerning the substance,
and mixtures and articles containing the
substance, that are listed in paragraph
(c)(4)(ii) of this section. .

(iii) With respect to disposal, EPA
may require the types of information
concerning the substance, and mixtures
and articles containing the substance,
that are listed in paragraph (c)(4)(iii) of
this section.

(iv) With respect to end use, EPA may
require the types of information
concerning the substance, and mixtures
and articles containing the substance,
that are listed in paragraph {c}(4)(iv) of
this section. )

(e) Processors’ requirement to report
information concerning potential risk
resulting from direct human exposure.—
(1) General. If EPA makes the findings
set forth in paragraphs (c)(2) or (c)(3) of
this section, and if EPA finds that there
may be exposure in the processing.
distribution in commerce, use, or
disposal stages of a chemical .-
substance’s life cycle, the Agency may
require any person who intends to
process a substance for which a
premanufacture notice was submitted to
report the information specified in
paragraph (e){2) of this section,
pertaining to that stage of a substance's
life cycle.

(2) Information which ‘may be
required. EPA may require submittal of
the types of information listed in
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paragraph (c)(4) of this section, with
respect to the stage of the substance’s
life cycle for which appropriate findings
have been made. EPA will not require
information concerning the
manufacturing or import of the chemical
substanee under this paragraph.

(f) Processors’ requirement to report
information concerning potential hazard
to health or the environment resulting
from environmental release.— (1)
General. If EPA makes the findings in
paragraphs (d)(2) or (d)(3) of this
section, and if EPA finds that there may
be exposure in the processing,
distribution in commerce, use, or
disposal stages of a chemical
substance's life cycle, the Agency may
require any person who intends to
process a substance for which a
premanufacture notice was submitted to
report the information specified in
paragraph (f)(2) of this section
pertaining to that stage of a substance's
life cycle.

(2) Information which may be
required. EPA may require submittal of
the types of information listed in
paragraph (d)(4) of this section, with
respect to the stage of the substance's
life cycle for which appropriate findings
have been made. EPA will not require
information concerning the
manufacturing or import of the chemical
substance under this paragraph.

(g) Person’s requirements to submit
other types of information, including
information concerning the benefits of
the substance and the economic
consequences of any specified
regulation, If the finding in paragraphs
(c)(2), {c)(3), (d})(2) or {d)(3) of this
section is made, EPA may require the
following information from submitters of
premanufacture notices or persons
intending to process the new chemical
" substance, as appropriate:

(1) Information concerning the identity
of the submitter of the premanufacture
notice, including information on place of
incorporation and principal place of
business;

(2) Information concerning other
companies which are involved with the
substance, including subsidiaries
associated in commercialization
activities, or other persons who may
manufacture the substance in the U.S.,
or import the substance into the U.S. by
virtue of an existing or planned business
arrangement.

(3) Information concerning the identity
of any persons who have either
contracted to purchase, submitted a
purchase order or made any other firm
commitment to purchase the new
chemical substance or related
substances for processing, distribution
in commerce, industrial or end use;

(4) Information concerning the
benefits of the substance for various
uses resulting from either the
manufacture or the processing of the
substance, and the availability of
substitutes for those uses; and

(5) Information concerning the
reasonably ascertainable economic -
consequences of any specified control
measure under the Act, including impact
on the national economy, small
business, technological innovation, the
environment, and public health.

(h) Procedures for imposing a
reporting requirement.—{1)} Written
notification from EPA. If EPA makes the.
findings required by paragraphs {b}—(g)
of this section, EPA will propose a
supplemental reporting requirement.
EPA will notify in writing any person
who would be subject to a proposed
reporting requirement under this section.
The proposed requirement will be
signed by the Assistant Administrator,
or a Deputy Assistant Administrator, for
Toxic Substances. The notification will
be sent by certified mail, with return
receipt requested. The written
notification will include:

(i) A copy of this § 720.50;

(i} A statement of the findings made
by EPA under this section with respect
to the Agency’s need for the specified
information; .

(iii) A detailed description of the
information which would be required,
with a citation to the paragraph of this
section under which the information
would be required;

(iv) The name, address, and telephone
number of the person to whom the
information would be submitted;

(v) The date by which the information
would be submitted, which shall be no
sooner than 15 days after the 10-day
period for filing objections under
paragraph (h)(2) of this section has
ended; and,

(vi} Information on procedures under
paragraph (h)(2) of this section for filing
objections to the proposed reporting
requirement.

(2) Submitter’s or processor’s
objections. (i) Within 10 days after a
submitter or processor receives the
notice of a proposed reporting
requirement, he may file written
objections, requesting modification or
explanation of the requirement or a
change in the reporting schedule. Any
such objections must specify that part of
the proposed requirement which the
submitter or processor seeks to modify
and the basis for the objection. Any
provisions of the reporting requirement
concerning which no objections are
received within the 10-day filing period
will become final at the expiration of the
10-day period.

(ii} EPA will consider the objections
filed, and the Assistant Administrator or
Deputy Assistant Administrator for
Toxic Substances will either revoke the
proposed reporting requirement or
promulgate a final requirement. EPA wiil
notify the person who would be subject
to the reporting requirement, by letter
(certified mail, return receipt requested),
of the Agency's response to the
objection. The reporting rule will be
final and effective upon receipt by the
person subject to the reporting rule.

§ 720.51 Requirements for Submittal of
Health and Safety Studies under section
8(d) of the Act

a * & ®

(b) Procedures. (1) EPA will notify in
writing any person who would be
subject to a proposed reporting
requirement under this section. The
proposed requirement will be signed by
the Assistant Administrator, or a Deputy
Assistant Administrator, for Toxic
Substances. The notification will be sent
by certified mail, with return receipt
requested. The written notification will
include: : .

(i) A copy of this § 720.51;

(ii) A statement of the findings made
by EPA under paragraph (a) of this
section;

(iii) A description of the requested
study; . .

(iv) The name, address, and telephone
number of the person to whom the
information would be submitted:

(v) The date by which the information
would be submitted, which shall be no
sooner than 15 days after the 10-day
period for filing objections under
paragraph (b)(2) of this section has
ended; and, .

(vi) Information on procedures under
paragraph {b)(2) of this section for filing
objections to the proposed reporting
requirement.

(2) Submitter’s or processor’s
objections or requests for modification.
(i) Within 10 days after a person
receives the notice of a proposed
reporting requirement, he may file
written objections, requesting
modification or explanation of the
requirement or a change in the reporting
schedule. Any such objections must
specify that part of the proposed
requirement which the person seeks to
modify and the basis for the objection.
Any provisions of the reporting
requirement concerning which no
objections are received within the 10-
day filing period will become final at the
expiration of the 10-day period.

(ii) EPA will consider the objections
filed, and the Assistant Administrator or
Deputy Assistant Administrator for
Toxic Substances will either revoke the
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proposed reporting requirement or
promulgate a final requirement. EPA wilt
notify the person who would be subject
to the reporting requirement. by letter
(certified mail, return receipt requested}.
of the Agency's response to the .
objection. The reporting rule will be
final and effective upon receipt by the
person subject to the reporting rule.

BILLING CODE 6560-01-M -
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PROPOSED FORM

When compieted send this form to:

Document Controt Officer
Office of Toxic Substances, T$-793

N United States
\" Environmental Protection
Agency USEPA.

PREMANUFACTURE NOTICE

DOMESTIC MANUFACTURERS

401 M Street, S.W,
Washington, D.C. 20460

PA USE ONLY
Date of recerpt

GENERAL INFORMATION

The Premanufacture Notice form for domestic manufacturers is
divided into the following parts:

Part | - General Information
Part Il = Human Exposure and Environmental Release

Part [Ii = List of Attachments
Part |V - Federal Register Notice

Part V - Optional Data

The optional part {part V} is not included in this package. All
data requested in the mandatory parts (parts , II, Ill, and 1V)
must be reported to the extent they are known to or reasonably
ascertainable by the submitter. This means that the submitter
15 expected to answer all guestions to the best of his/her ability,
including making reasonable estimates in cases where complete
factual information 1s not avaslable. f the submitter is unable
to make a reasonable estimate (i.e., the data is not known and is
not reasonably ascertainable), he’she should enter ‘NA’' (not
available). )

In part §, the submttter 1s required to report the specific chemical
identity of the new substance, regardless of whether the tnforma-
tion s claimed as confidential. In accordance with proposed
§720.20(f), the submitter may authorize another person to report
the specific chemical identity 1n his/her behalf, The notice will
not be valid until the specific chemical identity is received by

If the space on the form is not sufficient to adequately answer 3
question, the submitter may attach additional sheets, [dentify any
continuation by part, section, subsection, and item,

ASSERTING AND SUBSTANTIATING
CLAIMS OF CONFIDENTIALITY .

Read Appendix A, Instructions for Asserting and- Substantiatin
Claims of Confidentiality, for information on how to claim ang
substantiate confidential business information included in this
form or in attachments to the form. Claims of confidentiality
must be made in accordance with sections | and il of these instruc-
tions. In addition, substantiation of all claims of confidentiality

must be made in accordance with section IV of these instructions.
If you claim any item in any attachment to this form confidential,
see SPECIAL INSTRUCTIONS for attachments, Appendix A,
Section il. Appendix B ““Examples,’” provides additional guidance
for asserting and substantiating claims of confidentiality,

In accordance with sections | and H of the confidentiality instruc-
tions, claims of confidentiality must be made by using the follow-
ing six categories:

A. MANUFACTURER’S IDENTITY
A claim of confidentiality for Category A, Manufacturer’s
identity, automatically includes items 1, 2, and 3 in partl,
section A, :

B. SPECIFIC CHEMICAL IDENTITY

A claim of confidenttality for category 8, Specific Chemical
Identity, automatically includes items 1, 2, and 3 in part |,
section 8.

C. PRODUCTION VOLUME

A claim of confidentiality for category C, Production Volume
automatically includes item | in part |, section D. These
items do not need to be individually claimed.

D. USE DATA '

A claim of confidentiality for category D, Use Data, automati-
cally includes item 2 in pact |, section D, These items do not
need to be individually claimed.

E. PROCESS INFORMATION

A claim of confidentiality for category E, Process information,
automatically includes items tn part i1, section A, subsection
2. These rtems do not need 1o be individually claimed.

F. OTHER INFORMATION

No items on the form are automatically included in this
category. Thus all claims for this category must specily
category F.

GENERAL CERTIFICATION

| hereby certify to the best of my knowiedge and belief, that:

a. The company named in section A, item 1, intends to manufac-
ture for a commercial purpose the chemical substance for which
this notice is submitted, other than in small quantities for
research and development, and that the substance s not
excluded from premanufacture notification (40 CFR 720.13);

b. All information entered on this Premanufacture Notice form is
complete and truthful as of the date of submittal; and

¢. | am submitting with this form all test data in my possession
or control concerming effects of the substance on health or
the environment and a description of any other data known
to or reasonably ascertainable by me, in accordance with
40 CFR 720.23,

| also agree to permit access to, and the copying of records by a
duly authorized representative of the EPA Admtnistrator tn accord-
ance with the Toxic Substances Control Act and any regulations
issued thereunder, to document any information reported in
this form,

Signature of authorized official

Date

CONFIDENTIALITY CERTIFICATION

| hereby certify to the truth and accuracy of the following
four statements concermng all information which 1s ciaimed
confidential.

3. My company has taken measures to protect the confidentiality
of the information, and it will continue to take these measures;

b. The information is not, and has not been, reasonably obtain-
able by other persons (other than governmental bodies) by using
legitimate means {other than discovery based on a showing
of speciat need in a judicial or quasi-judicial proceeding) with-
out the company's consent;

¢. The infarmation 1s not publicly available eisewhere; and
d. Disclosure of the information claimed confidential would cause
substantial harm to my company's competitive position,

Signature of authorized official

Date

EPA Form 7710.25 (9-79)
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Part | - GENERAL INFORMATION

Section A -

MANUFACTURER IDENTIFICATION D

If you ctaim Manufacturer’s identity contidential, mark (X) the box at the right. >
The answers to items 1, 2, and 3 will be included in this claim,

If you claim the answers to items 4 or § confidentiat, place the fetter(s) A—~F in the box which indicates

the basts of your claim and answer the linkage questions in appendix A, section I\, tor categories A-E, Confiden-
tial code
1. Person Name of authorized official Title
Filing
Notice Organization
Mailing address (Number and street)
.
_City, State, ZIP code
Na Title
2. Fechmical ¢
Contact
Mailing address (Number and street)
City, State, ZIP code 1 Asea code | Number
Telephone | |
. 1
3, Parent Name
Company
Mailing address (Number and street) .
City, State, ZIP code
4. Enter the intended date of commencement of manufacture for commerciai purposes. Month Year
i? the intended date of commencement of manufacture is more than ~
3 years after the date of this notice, submit evidence of intent to
marufacture in accordance with 40 CFR 720.20(h). .
KMark this box it you attach evidence.
4 T
5. It you have had a Prenotice Communication (PC) concerning this notice | Mash (X)
and EPA assigned a PC number to this notice, enter PC Number ———————— : if nong ——

CONTINUE WITH SECTION B ON PAGE 3

Page 2
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Section B - CHEMICAL IDENTITY
if you claim Chemical ldentity confidential, mark (X) the box at the right, > D
The answers to items 1, 2, and 3 will be included in this claim,

If you claim Chemical Identity confidential, is —
this claim limited to the period prior to manufacture? 1] Yes 2(JNo

" you claim the answer to item 4 confidential, place the letter(s) A—F in the box which indicates
the basis of your claim and answer the linkage questions in appendix A, section i, for
categories A—E.

Complete either 1, 2, or 3 as appropriate. Complete 4.

Confiden-
tial code

2. CAS Registry No. (if known)

l.Class 1
Chemical
Substance b. Specific chemical name
{other than
polymers)
€. Molecular formula
d. Synonyms
¢. Trademarks
f. Structural diagram
DMark this box it you attach a continuation sheet, ‘
2. Class 2 3. CAS Registry No. (if known) B
Chemical
Substance b. Specific chemical name

€. Synonyms

d. Trademarks

e. List the immediate precursor substance(s) and reactants with their respective CAS Registry Number(s)
and describe the nature of the reaction. Also provide a partial or incomplete chemical structure diagram
(where appropriate). Indicate the range of composition. -

DMark this box if you attach a continuation sheet.

Page 3
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3. Polymers
3. (1) Provide the specific chemical names and the CAS Registry Number of those monomers and other reactants used in
the manutacture of the polymer. (2) Mark (X) the identity cofumn if you wish monomers used at two percent (by weight}
or less to be listed as part of the polymer description on the inventory, (3) Provide the intended range of composition
of the polymer in terms of monomer percent (by weight). If your notice is for any copolymer of the listed monomers,
enter *“‘any’’ under Range of Composition. (4) For each monomer, indicate the maximum amount (weight percent) that
may be present as a residual in the polymer as distributed \n commerce.

- . Identity Range' of Maximum amount
Monomers and CAS Registry No. Mark (X) composition {weight percent)

[41] (2)_ . (3) (4

Confiden-
tial code

(5)

b. Indicate the minimum average molecular weight or the minimum degree of polymerization of the polymeric compositions
to which this notice applies.

DMark this box if you attach a coatinuation sheet.

4. Impurities
{a) List each impurity, including CAS Registry Number, which may reasonably be anticipated to be present in the chemical
substance as 1t wifl be manufactured for commercial purposes. (b) Estimate the maximum percent (by weight) of each impurity.
Base your answer on information developed during R & D activities, your knowledge of manufacturing process chemistry and
anticipated quality control operations. (<) Mark (X) if the concentration of an impurity will be specifically controiled because
of your concern about potential adverse health or environmental effects. (d) Estimate the maximum total percent (by weight)

of the impurities that may be present,

Maximum | Mark 1f to be
percent specitically
present controlied

Impurity and CAS Registry number
) (b) (c)

(a)

Confiden-
tial code

%

%

&

W

® R

P

F 4

d. Total percent ——————————p

| ] Mark this box it you attach a continuation sheet.

Section C - GENERIC NAMES
Complete this section only if Specific Chemical identity is claimed confidentiat.

For instructions on how to develop generic names, see appendix I, 40 CFR 720 (44 FR 2278), Proposed
Premanufacture Notification Requirements and Review Procedures,

1. Enter the
' generic name

agreed on by
EPA in
Prenotice

Communication
or provide 3
generic names,

Page 4 .
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; Section D - PRODUCTION AND MARKETING DATA
If you claim Production Volume confidential, mark (X) the box at the right. > D

The answers to sitem 1 will be included in this claim.

1. Estimate the minimum and maximum annual production volume for the first three years of production. include in your estimates
production by others with whom you have contracted to manufacture the new chemical substance.
B Production (Kg/yr) Confid
_onductlon yeat Minimum © Maximum tia': co:‘:
m 2) 3)

a. First year

b. Second year

€. Third year

2. Category of use ’ )
If you claim Use Data confidential, mark (X} the box at the night. —> D
The answers to 1tem 2 will be inciuded in the claim.

a. List the category(ies} of use on which you have based your production estimates. (Example: solvent used in automotive paint.) List
partial information if compiete information is not known. (Example: soivent.) Mark (X) the categories of use as site limited, industrial,
commerc:al, or consumer. Estimate the percent of total production for the first 3 years devoted to each category of use.

Producti Mark (X) appropriate column(s)
roduction !
Category‘of use percent Site limited Industrial Commercial Consumer ?&':"cﬁ:
[§)] (2) (3) (4) (S) (6)
%
%
- %

D Mark this box if you attach a continuation sheet.

b. List any other category(ies) of use that you have actively explored N

D Mark this box if you attach a continuation sheet.

¢. Do you intend or expect the new chemical substance to be used to
treat drinking water supplies or to be used in products (e.g., paints
or coatings) that will come in contact with drinking water? 1] Yes 2" No 327 Don't know

NOTE - If you claim the answers to items 3 or 5 confidential, place the letter(s) A~F in the box which indicates
the basis of your claim and answer the linkage questions n appendix A, section Il for categories A-E.

If you claim any item submitted in an attachment confidentiai, see SPECIAL INSTRUCTIONS, appendix A,
section I, part B.

3. Has the chemical substance been manufactured before? 1] Yes 2["}No 3] Don't know

4. Hazard warnings Attach to this notice a copy or reasonable facsimile of any hazard waming statement, label, labeling,
marking or instructions, technical data sheet, material safety data sheet, and any other information
which will be provided to any person regarding the safe handling, transport, use, disposal, treatment
upon accidental exposure, or the formulation, construction, or labeling of products containing the new
chemical substance.

. D Mark this box if you attach a hazard warning.

§. Enter the number of customers who have either contracted to : i .
purchase, submitted a purchase order, or made any other firm Number of customers Percentz:'%tiuf:'r,te)ductlon : %oal;f:;:r;
commitment to purchase the new chemical substance from you .
for a category of use unknown to you. Estimate the percentage
of your production volume that will be purchased by such
customers during the first 3 years of production. LY

Page 5
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. } Section E - TRANSPORT
Complete this section if you intend to ship the new chemical substance from its site of manufacture.
If you claim the answers to items 1 or 2 confidential, place the letter(s) (A-F) 1n the box which indicates the
i basis of your claim and answer the hinkage questions 1n appendix A, section 1l for categories A-E.
i . . . . Confiden-
; : 1. Enter the proper DOT shipping name and hazard class of the new chemical substance (if applicable). tial code
a, Shipping name
2' .
¥
i b. Hazard class
o
:. g
% 3 2. Mark {X) the mode(s) of transport which you believe will be used for the new chemical substance. .
¥
1| ] Truck s [T] Plane
2| _ | Railcar 6 [[] Other — Specil).«/
3 [ | Barge, vessel
4[| Pipeline .
Section F — RISK ASSESSMENT ~
If you claim any item submitted in an attachment confidential, see SPECIAL INSTRUCTIONS, appendix A,
section 11, part B, .
If you have evaluated the heaith or environmentat risks which may be presented by the manufacture, processing
distribution in commerce, use, or disposal of the new chemical substance attach your evaluation.
: [ Mark this box if you attach a risk assessment.
Section G - DETECTION METHODS
: If you claim the answers to item 1 confidential, place the Ietter(s_) A-F in the box_which indicates the basis of
your claim and answer the linkage questions in appendix A, section I, for categories A-E, )
Confiden-
1.1s an analytical method available to identify and quantify the presence of the new chemical substance — tial code
identify Quantify
a. In workplace air? ®. In workplace air?
1] Yes 2 INo 3{7) Don’t know 1[7] Yes 2T JNo 3{7] Don’t know
b. In effluent streams? f. In effluent streams?
11 Yes 2[7}No 3{T] Don’t know 1] Yes 2["INe 3] Don’t know
! ¢. In materials requiring disposal? 2. In matenals requiring disposal?
Vi7jYes 2} No 3 (7] Don't know 1] Yes -2 CINo 3{7] Don't know
d. In end products for which the new h. In end products for which the new
substance 1s an intermediate? substance is an intermediate?
] .
1) Yes 2{]No 3 (] Don’t know V() Yes . 2["]No 3 (7] Don’t know

Page 6
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Port Il - HUMAN EXPOSURE AND ENVIRONMENTAL RELEASE

Section A — INDUSTRIAL SITES CONTROLLED BY THE SUBMITTER D

If you claim Process Information confidential, mark (X) the box at the right. >

The answer to subsection 2 wiil be included in this claim.
It you claim the answers to items in subsections 1, 3, or 4 confidential, enter the letter(s) A—F in the box which indicates

the basis of your claimn and answer the linkage gquestions in appendix A, section i1 for categories A~E. If you claim the
answers to items 3.3, 4.3, or 4.4 in subsections 3 or 4, or any items submitted in an attachmesnt confidential, see SPECIAL

INSTRUCTIONS, appendix A, section |l, part B,

Complete a separate subsection 1 and subsection 2 sheet for each site where you will manufacture, process or use the

new chemicat substance.
P Subsection 1 — PROCESS INFORMATION Contiden-
1.1 1dentity ~ Name
of site
Physical location address (Number and street) S
City, County, State, ZIP code
I
1.2 Type of site t ("] Manufacturing 2] Processing 3[JUse 4[] Continuous s ] Batch
1.3 Hours of operation ———— Days per year Hours per day
1.4 Amount manufactured, -
processed, of used ————————=>p Minimum Kg/yr. Maximum Kg/yr.

P Subsection 2 — BLOCK DIAGRAM
2.1 Provide a block diagram identifying the major unit operations and chemical conversions. Also include:
a. For each chemical conversion in the block diagram identify the major chemical reactions and the major side reactions.

b. Provide the approximate mass of all feed materials, byproduct materials, and products which are entering and leaving
each major unit operation and chemical conversion. Indicate the method of transfer of these materials and whether
the operation is open or closed to the workplace environment,

c. Identify those points in the block diagram from which there will be releases of the new chemical substance or
byproduct materials into the air, tand, or water environment.

\

(3 marx this box it you attach a continuation sheet.

Page 7
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P Subsection 3 - OCCUPATIONAL EXPOSURE

Complete a separate subsection 3 for each site at which you will’ manufacture, process, use, of dispose of
the new chemical substance. Indicate the anticipated route(s) of exposure to the new chemical substance
te.g., inhalation, ingestion, dermal), the number of employees anticipated to be exposed by each route, and
the maximum duration of such exposure (in days per year and hours per day). In the table below, mark (X)
A-~Average or P=Peak for the concentration levels that are expected to be present in the immediate vicinity
of the process eguipment. Base your answer on maximum annual production, processing, of use during the
first 3 years of manufacture under normal operating conditions with all engineering safeguards in place.

Confiden-
tial code

33 Wentity  Name
of site

Physical location address (Number and street)

City, County, State, ZIP code

3.2 Occupational Exposure at Industrial Site

Manimum.

Concentration

A . . {S)
Maximum "
Activity Exp::sure number duration Mark (X} appropriate column
routets) exposed it of A~ Average P —Pesk :
@y measwe | 0-1 | 1-10 [10-100] > 100 ¥
(4] ) (3 [ Hr./day |Days/yr. AlPlAlPlAlP|AlP Fiunl
: 1] pom
a. 3
Manufacture : 2 jmg/m
] ] V[ ppm
b, Processing : 2[Jmg'm3
i A pem -
. ] m3
¢. Use ! z2[}mg/m 5
. H 1{Jppm
. /m3
Disposal H 2 mg/m
3.3 Describe those operations in which workers will be directly exposed to the new chemical substance.
[0 Mark this box if you attach a continuation sheet.
3.4 Mark (X} as many of the physical states of the new chemical substance to which workers may be exposed in the workplace. ?0':"'59"'
) ial code
v [T Solid 3 [[] Aerosol s [ Mist 7 () Dust s (] Other - Specity,
2} Gas 4 ) Powder 6 [} Fume 8 [ ] Liqud .
3.5 For each site of manufacture, list any other substances (e.g., byproducts, co-products, feedstocks and intermediates)
associated with the manufacture of the new chemical substance that may reasonably be anticipated to be present in the
workplace and to which workers may be exposed. Provide the CAS Registry Number,
Substance CAS Registry Number Confiden-
(0] {2) tial code
D Mark this box if you attach a continuation sheet. 3

Page 8
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the new chemicai substance.

P Subsection 4 — ENVIRONMENTAL RELEASE AND DISPOSAL .
Complete a separate subsection 4 for each site where you intend to manufacture, process, use or dispose of

Confiden-
tial code

4.1 ldentity  Name
of site

Physical location address (Number and street)

City, County, State, ZIP code

4.2 Indicate the duration of release into the air and water environment and the annual amount of new chemical substance
released to the air, water, and land. Mark (X) the disposition of the water discharge and estimate the effluent flow rate
from the site. Enter the name of the POTW or receiving water body. Base your answer on maximum annual production
during the first 3 years of manufacture under normal operating conditions.

Duration of release

Amount of new chemical substance released (Kg/yr.)

Media : Less 100- 1000— | More than
Hrs./day | Days/yr.  shan1o | 10-100 | pop 10,000 | 10,000
N (2 (3) {4) (5) (6) (N (8)

3. Air
b. Land
¢. Water

1 ] POTW (Publicly Owned Treatment Works)

2 [T] Navigabie waterway Enter name

3] Other

T

d. Effluent stream flow rate > ! Gallons per day

D Mark this box if you attach a continuation sheet.

4.3 For each release point'i'ndicated in the block diagram, characterize the composition of the release materials.

D Mark this box il you attach a continuation sheet.

4.4 De;cribe pollution control equipment and disposal operations (e.g., scrubber, baghouse, landfill, incinerator,
activated sludge, carbon absorption, etc.) used to treat individual or combined releases indicated in the
block diagram(s) of manufacturing, processing, and use operations.

Page 9
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P Section B - INDUSTRIAL SITES CONTROLLED BY OTHERS

to manufacture (under contract), process, use, or dispose of the new chemical substance.

in appendix A, section il, part B,

Complete this section using your own forecasts, any information already obtained from other persons who may process,
use, dispose of, or manutacture (under contract) the new chemical substance or any other information that is reason-
ably ascertainable. Complete a separate subsection 1 and subsection 2 for each site where you expect other persons

I you ciaim the answers to the items in subsections 1, 3,-of 4 confidential, enter tha letter(s) A—F in the box which
indicates the basis of your claim and answer the linkage questions in appendix A, section il, for categories A—-E.

It you claim the answers to items in subsection 2, or itemr 3.3 in subsection 3 confidential, see SPECIAL INSTRUCTIONS

Confiden-
tial code

» Subsection } — PROCESS INFORMATION
1l kentity Name
of site

(Qptional
) Physical (ocation address (Number and street)

City, State, ZIP code

County

P Subsection 2 - PROCESS DESCRIPTION
Briefty describe processing, use, or manufacturing operations conducted by others.

(O uerk his box if you attach a continuation sheet.

vr

Page 10
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» Subsection 3 — OCCUPATIONAL EXPOSURE

Complete a separate subsection 3 for each industrial site where you expect other persons to process, use, dispose of, or
manufacture the new chemical substance. Indicate the anticipated routes of exposure to the substance (e.g., inhalation,
Ingestion, dermal), the number of empioyees anticipated to be exposed by each route, and the maximum duration of such
exposure {in days per year and hours per day). In the table below, mark (X) A-Average or P~Peak for the concentration

levels that are expected to be present in the immediate vicinity of the process equipment. Base yowr answer on the

County

3.2 Occupattonal Exposure at Industrial Site

maximum amount anticipated to be manufactured, processed, used, or disposed during the first 3 years of operation Confiden-
under normat conditions with all engineering safeguards in place. tial code
3.1 identity Name
of site
(optional) - -
- Physical location address (Number and street)
City, State, ZIP code
SRR 5

Concentration
Maximum Maximum {5} : -
peiy et I e IR W T T el
(4) measure | 0-1 1-10 } 10-100] > 100 S&*
(n @) (3} IHrs./day Days Ar. AlelalrlalprialrP i
' 1{" ] ppm
3. Manufacture N 2[] mg/m?
! TClpem
b. Processtng ! 2 {jmg/m3
: 1] ppm
¢. Use [ 2 Jmg/m3
1 1] ppm
d. Disposal ! 2 mg/m3

3.3 Describe those activities in which workers will be directly exposed to the new chemical substance,

(O Mark this box it you attach a continuation sheet.

1 Solid
2] Gas

3.4 Mark {X) as many of the physical states of the new chemical substance to which v;orkers may be exposed in the workplace.
3 [ Aerosol s Mist 7{] Dust 9 (] Other - Spec!fw
4[] Powder 6 {_] Fume 8 (J Liquid -

Confiden-
tial code

Page 11 -
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P> Subsection 4 — ENVIRONMENTAL RELEASE AND DiSPOSAL

Complete a separate subsection 4 for each site where other persons intend to manufacture, (under contract)
process, use, or dispose of, the new chemical substance.

Confiden-
tial code

ik setionianL il L LT IRP PR ————

Name
4.1 identsty
of site

(Optional) BT Tocation address (Numbar and siroet)

City, State, ZIP code

County

4.2 Indicate the duration of release into the air and water environment and the annual amount of new chemical substance
released to the air, water, and land. Mark (X) the disposition of the water discharge and estimate the effivent flow rate
from the site. Enter the name of the POTW of receiving water body. Base your answer on maximum annuai production

during the tirst 3 years of manufacture under normal operating conditions.

Duration of release

Amount of new chemical substance released (Kg/yr.)

Media
, Less than 10— 100- 1000—~ | More than
Hrs./day | Days/yr. | ™7y 100 1000 { 10,000 | 10,000
(1) (2) (3) (4) (5) (6) (7 (8)
a. Air
b. Land 5 : R .4:\:
€. Water

2 [[] Navigable waterway
3 ] Other

1 [TJPOTW (Publicly Owned Treatment Works)
i Enter name
H
! Gallons per day

d. Effluent stream flow rate »

oo e St

e

s e

CgE

4.3 (1) List any byproduct materials containing the new chemical substance that are generated during manufacturing, use, and
processing operations and which are disposed of (e.g., landfill, incineration, or other physical /chemical treatment). Water
effluent and air emission streams should not be listed here. Estimates of release of the new chemical substance contained
in such streams are required to be reported in item 4.2, (2) Indicate the method of disposal. (3) Estimate the amount of
each material generated (Kg/Kg of the new chemical substance), and {4) estimate the percent (by weight) of the new ~

chemical substance.

Material Anticipated method Amount : n'::rg:::n;gal
of disposal 1 (re/Kp substance

requiring disposal

(1 ) (2) (3) (4)

Confiden-
tial code

[0 mark this box it you attach a continuation sheet.

Page 12
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P Sccrion C - CONSUMER AND COMMERCIAL USER EXPOSURE

.

Complete this section for all consumer and commercial categories of use which involve use of a product that
intentionally contains the rew.chemical substance. Provide the information based on your awn forecasts,
information already obtained from other persons, or any othes .intormatian that is reasonably ascertainahle.

If you claim the answers to item 1 confidential, enter ietter(s) A—F in the box which indicates the basis of
your ¢laim and answer the linkage questions in appendix A, section |1, for categories A-E.

If you ¢claim the answers to items 2, 3, or 4 confidential, see SPECIAL INSTRUCTIONS, appendix A,
section I, part B.

1. Comptate the table below. For each consumer and commercial use category reported in section D, item 2, mark (X) if the
praduct will be manufactured by the submitter or by other persons. Indicate the maximum number of consumers or commercial
-users dxpected to-be -exposad, the .expected.routes -of .human exposuse and the fraquency of exposure,

Manufactured .
‘Category Use category - Maximum Frequency of exposure
roes et secten D by Expasue toute(s) | number
' (2 G exposed = Confiden-
(1) IConsumer [Commercial|Submitter{ Other () (1] Daily | Weekly { Monthiy| Yearly { tial code
i 4 L Y

r

|

|

ﬁm ithis hox ! you attach any estimates.

) .2, Attaoh any estimates -that thave been developed of potentinl :exposure .levals.t& each catagory of use.

D Mark this box il you attach a continuation sheet.

3. For each product containing the new chemical substance, explain any aspect of its construction or formuiation which
you believe will limit the potential for exposure to the new chemical substance. For mixtures, indicate the maximum
percent by weight of the chemical substance in the product. o o

[ mark this box if you attach a continuation sheet.

4. Identify any byproducts which are formed as awesult of each category of use described in this section.

Page 13
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Part Il — LIST OF ATTACHMENTS

Under section 5(d)(1)(B) and (C) of TSCA and 40 CFR 720.23, a manufacturer must submit all test data in his
possession and control, and a description of any other data that are known to or feasonably ascertainabie by
him/her concerning the effect of manufacture, processing, distribution in commerce, use, or disposal of the new
chemical substance on health or the environment. The regulations specify which data must be submitted

with the notice and which data may be referenced by literature citations. Using the categories provided,
identify (1) attachments containing test data, descriptions of data, or literature citations in accordance with
720.23; {2) other attachments requited to be submitted with this notice; (3) confidentiality substantiations
and (4) attachments which contain information voluntarily submitted. All attachments should be cleatly
identified and numbered.

To assert and substantiate a claim of confidentiality for any information inciuded in the foffowing
attachments, fotiow the instructions in Appendix A, section 11, part B. Note ~ Special directions for
test data or other ‘‘Health and Safety’’ studies included in section Il1, part C.

The instructions provide that you must also submit a “’sanitized™ copy of the attachment with ail information
that you are claiming confidentiat deleted. EPA will place this copy in the public dockeg.

Attachment name

Attachment number

a, Physical
and

chemical
properties
data

b. Health and-
environmental

effects data

€. Notice Part ftem

attachments Section/Subsection

d, Confiden-
tiality

--pr--ft---t-~1--~t--A--~t--A--4--- I -;—-L-——T el SR SRS N A |

attachments

¢, Voluntary
attachments

——— e e el e — ] ——-—.—-———1—‘————-1———

PEPUSN IS NRpIE NP SUPSIN IR DEpE SR S B S

e -~ - —— ..

{0 Mark this box it you attach a continuation sheet.

Page 14
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Part IV - FEDERAL REGISTER NOTICE
Information provided in this part will be published in the Federal Register in accordonce with section 5(d}{2)

of TSCA. Do not enter any information in this part for which you have asserted a claim of confidentiality.

Section A — CHEMICAL IDENTITY

Enter the specific chemical name of the substance if it is.nat-claimed.confidential. If the che‘mical identity is claimed
confidential, enter the -name agreed to by EPA in Prenotice Commumication:or:EPA will enter.one of the three proposad
generic names in part |, section C.

Section B - MANUFACTURER IDENTIFICATION

ganization filing this notice if it is not claimed confidential. If the legal titie of the organization is

Enter the legal title of the or ] .
claimed confgidential, provide a description of the organization .in ‘accordance with section {11, Appendix A, Instructions -for -Asserting

and Substantiating Claims of Confidentiality.

Section C - USE DATA

1. If use data were not claimed confidential in section D, list the category{ies) of use that you reported in section D, item 2a.
Mark (X) if the use category(ies) is site limited, industrial, commercial, or consumer.

Mark (X) appropriate box

‘Category of use . Site limited Industrial - Commercial Consumer
(1} (2) 3 4 ¢S

2. If yse data were claimed confidential, provide a desuigtion of the category of use(s) of the chemical substance in accordance with
section 1, Appendix A, instructions for Asserting and Substantiating Confidentiatity. This description should be as specific as
possible -without revealing confidential .information. -

Section D — TEST DATA

List all test data concerning health and environmental effects of the manufacture, Processing, distribution, in commerce, use, or disposal of
the new chemical substance that are being submitted, described, or cited as part of this notice. Provide a brief abstract of all test data on
the new chemical substance that are submitted in accordance with 720.23(a) and 720.20{j). If physical-chemicai properties are claimed con-
fidential, provide a generic description of these properties 1n accordance with section ll', Appendix A, Instructions for Asserting and
Substantiating Claims of Confidentiality,

() Mark this box it you attach a continuation sheet.

Page 15
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APPENDIX A

" INSTRUCTIONS FOR ASSERTING AND SUBSTANTIATING

CLAIMS OF CONFIDENTIALITY

INTRODUCTION

These are the instructions for asserting and
substantiating claims of confidentiality for any information
you submit in a premanu{;cture notice (PMN). You may
request confidential treatment for any item of information
you submit in a PMN, whether it is entered on the PMN form"
or in attachments to the form.

To make this request, you must follow the procedures
set out in these instructions. More specifically:

1. You must assert a claim of confidentiality,

identifying

the information that you claim to be confidential. You

must do this in accordahce with these instructions, at

the time you submit the PMN. Any information you do not
claim as confidential will be included in the PMN public
record without further notice to you.

2. You must substantiate your claims of

confidentiality. You must do this in accordance with
these instructions, at the time you submit ﬁhe PMN.
Otherwise, EPA may determine that you have waived your
claims, and may then release thé information in

question, in accordance with section 720.40(c)(2).
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3. For some of the ltems contained in the PMN, you must
provide a non-confidential, generic (i.e. less specific)
substitute for the information you claim to be
confidential. 1In providing generic substitutes you must
follow the instructions in this Appendix. Otherwise,
EPA will develop its own generic substitutes, which it
will publish after giving you notice. This third
requirement applies to:

- The identity of the campany submitting thé notice:

- The specific chemical identity>of the new chemical

substance:

AN

- The proposed categories of use of the substance: and
- Certain physical and chemical properties of the
substance.

If you assert a claim of confidentiality and you
substantiate that claim, EPA will disclose the information
only.as provided in the Agency's confidentiality regulations
whi;h appear in 40 CFR Part 2. Those regulations include
provisions stating that, with specific exceptions, EPA will
maintain the confidentiality of information claimed as
confidential until the EPA General Counsels Office makes a
final determination that certain information is not entitled
to confidential treatment: and that if confidentiality is,
denied, the submitter will receive written notice 30 days

befcre the date ZPA will make the information available to

the public,
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ORGANIZATION OF THESE INSTRUCTIONS

These instructlions are organized as follows:

Section I describes six "categories" of

confidentiallty claims. The categories will apply
to all claims, both those for ltems on the form and
those for any information submitted separately as

attachments.

Section II - A explains how to assert a claim of

confidentiality for information on the PMN form,
and describes the steps you must take to “link"
individual claims to the appropriate categories

described in Section I.

Section IT - B explains how to assert a claim of

confidentiality for information in attachments to
the PMN form, and includes special instructions for
asserting a claim for information in health and
safety studies. |
Section III identifies the items in the PMN for
which you must develop generic substitutes, and
provides a method for creating these substitutes.
Section IV describes how to provide the required
substantiation for each of the five specific
categories of information in which you have
asserted a claim of confidentiality and for each
piece of information that is claimed confidential
which is not "linked” to the five specific
categories, |

Bection V describes the format for answering
linkage and substantiation questions, and for
justifying generic substitutes which are not
deveioped in acéordanée with the instructioas

provided in Section III.
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I. CATEGORIES OF CLAIMS

EPA has identified five categories of information into

which most confidentiality claims will fall:

Category A: Manufacturer's (Importer's) Identity

Category B: Specific Chemical Identity

Category C: Production Volume

Category D: Uses of the New Chemical Substance

Category E: Process Information

You may wish to claim confidential treatment for
information that does not fall under any of the categories
A-E. These claims will be referred to in these instructions
as “Cateéory F" claims. |

The instructions that follow explain how these six

categories are to be used.

II. ASSERTING CONFIDENTIALITY CLAIMS

A. Use of the Categories to Assert Claims of

Confidentiality for Information on the

Premanufacture Notice Fomm

There are two ways to assert claims of confidentiality
on the form. The first may be used for items that EPA has

"linked" to one of the categories A-E. The second way must
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be use:d for items that you have to link to one of these
categories, or that you claim as a "category F" item., The
instructions for each of these two ways of asserting claims

follow.

(1) Linkages Identified by EPA

To assert a claim of confidentiality for any item on
the PMN form in Column 2 (below) you must mark the box on
the form next to that item. (EPA has already determined the
category linkages for these items, as indicated under Column
1.) However, if the basis of your claim of confidentiality
for any of the items listed in Column 2 does not correspond
with the linkages given in Column 1, then you must use the
procedures in the following section, "Linkages that You Must

Indicate and Establish”, to assert your claim.

Column 1 . : Column 2
Category : ’ Identified
Linkages

A: Manufacturer's (Importer's) Identity Part I, Section A,
items 1,2, & 3
B: Chemical Identity Part I, Section B,

items 1,2, & 3

C: Production Volume Part I, Section D,
item 1

D: Use Data " part I, Section D,
item 2

o
LX)

Process Information Part II, Section A
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Subsection 2

5]

Other NONE

{2) Linkages that You Must Indicate and Establish

If you wish to claim confidentiality for any
information not listed in Column 2 above, first you must
indicate the category of informmation -- that is, in which of
the categories A-F the item falls. To do this you must
place the appropriate category letter(s) in the box next to
the information you claim to be confidential. By doing
this, you indicate the basis of your confidentiality claim.

Second, if you assert a claim by linking an item to one
of the categories A-E, you must explain why the item would
reveal information in that category. You must do this for
each item, by answering the aporopriate "linkage" q&estions
below, If you assert a confidentiality claim in category F
because disclosure would reveal other confidential
information that is not in any of the categories A-E, you do N

not have to answer any linkage questions.




TRV ST e O N TR ¢ e ey 3 s p it

SRELL s i SRR, o ITLSIP W IR PRpmreen

Federal Register / Vol. 44, No. 201 / Tuesday, October 18, 1979 / Proposed Rules

59809

Linkage Questions

»

A: Manufacturer's (Importer's) Identity

For every item that you have marked with an "A", answer

the following question:
How would disclosing this item reveal your company's
identity?

B: - Specific Chemical Identity

For every item that you have marked with a "B", answer

the following question:
How would disclosing this item reveal the specific chemical
identity?

C: Production Volume

For every item that you have marked with a "C", answer

the following question:

How would disclesing this ‘item reveal production volume?

D Use Data

~For every item that you have marked with a "D", answer

the following question:
How would disclosing this item reveal the use(s) of the new
chemical substance?

E. Process Information

For every item that you have marked with an "E", answer

the following question:

dow would disclosing this item reveal process information?
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8. Asserting Claims of Confidentiality for Information in

Attachments to the PMN Form

To assert a claim of confidentiality for ihformation in

attachments to the PMN form, you must:

- Provide a complete copy of the attachment which
(i) clearly indicates (e.g., by circling,
underlining, bracketing) the information you wish
to claim confidential, and (ii) identifies with a
letter A-F the category on which your claim is
based. (You should make clear to what informatiocn
a particular letter refers.)

- Answer the approériate iinkage questions for each

i item claimed confidential in categories A-E.

-  Submit a sanitized copy, deleting all the
information that you claim as confidential on the
original document. The sanitized version will be
placed in the public docket.

C. Special Directions for Attachments Containing Test Data

or Other "Health & Safety Studies”

In general, you must assert a claim of confidentiality
for information in health and safety studies in the same
manner as for other attachments. However, when identifying
the category on which a claim is based, you may find it
necessary to claim an item confidential because it reveals
confidential information on the portions of chemical

substances in a mixture, For ourposes of Health and Safety

studies onlv, you should identify this information with-an
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"¥", Each time you indicate this reason for asserting

" confidentiality, you must answer the following linkage

question:

llow would disclosing this information reveal the portion
'of any chemical substance in the mixture?

‘You may claim any data included in test data or health
and safety studies confidential for any.reason. However, in
accordance with EPA's interpretation of section 1l4(b) of the
Act, tﬁe Agency will deny confidentiélity claims for any

item not shown to reveal information in one of the following

categories:
- specific chemical identity of the chemical
substance (a claim on this basis alone will be

upheld only until manufacture of the substance

begins)
- p}ocess infomation
- portion of a mixture caﬁpriSed by any of the

chemical substances in the mixture

-' other items of information such as manufacturer's
identity, cost or financial data, marketing plans,
only if they are unrelated to the health and safety
effects of the substances. (Information on the
me thodology of the test and its resuit§ doeslggg
fall within this exception.)

III. PROVIDING GENERIC SUBSTITUTES FOR CERTAIN

INFORMATION ASSERTED TO BE CONFIDENTIAL

-Certain information submitted on the form or in
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attachments is particularly important for public

participation in the assessment of new chemical

substances. However, much of this information may be

subject to claims of confidentiality. To balance thesge

interests, EPA requires you to either provide generic (i.e.
S less specific) substitutes for certain items you claim
32; confidential, or to explain why nonconfidential generic
information cannot be develbped. EPA will review the
generic substitute or the explanation and notify you of its
decision. After notifying you, EPA will make public the -
chosen non-confidential generic descriptidﬁ. Note: You
must provide EPA the specific information requested on the
form. The generic substitute is for pﬁblic disclosure. It
should not be uséa as a substitute for any of the items on
the form. Generic substitutes are for the following:

- If you assert a claim of confidentiality for
specific chemical identity (Part I, section B of
the form) you must provide three generic names in
Part I, sectibn C in accordance with the EPA
Guidelines for Creating Proposed Generic Names for
Confidential Chemical Substance Identities for
Premanufacture Notification. EPA will select one
generic name to publish in the FEDERAL REGISTER
notice.

- -If you assert a claim of confidentiality for
category of use (Part I, section D of tﬁe form),

you must provide generic use information for Part
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III of the form in accordance with these
instructions. EPA will publish the generic
information in the FEDERAL REGISTER notice.

- If you submit (in an attachment) data on the new
substance's vapor pressure, density, solubility,
melting point, or boiling point/sublimation point,
and if you assert a claim of confidentiality for
such data, you must provide the data in the ranges
specified in thgse instructions. These ranges'will
be placed inﬁthg public docket.

- If you assert a claim of confidentiality for
manufacturer’s identity (Part I, section A of the
fom) you must develop a description of the
manufacturer for Part III of the form in acc&rdance
with these instructions to be published in the
FEDERAL. REGISTER notice. P

The instructions for developing these four kihds of

generic information follow.

A. Instructions for Generic Chemical Identity

Names
If (but only ifi you claim specific chemical identity
confidential and you have not agreed with EPA on a generic
name during prenotice communication, you must provide three
genaric names to be included in the FEDERAL REGISTER notice,
Part III, Section A, of the PMN form. These names must be
provided in accordance with the Guidelines for Creating

Proposed Generic Names for Confidential Chemical Substance
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Identities for Premanufacture Notification.

B. Instructions for Generic Descriptions

of Manufacturer's Identity

If you have claimed your company's identity
confidential, use the following scheme to develop a generic
descfiption of the company identity for inclusion in the
FEDERAL REGISTER notice, Part III, section B of the PMN
form.

Instructions for Selection of Characteristics

Select from List 1, Geographic Location of the Company,

the region of the country'in which the intended site of
manufacture is located. If you do not know éhe site,
identify the region in which your company's headquarters is
located.

Select from List.2, Size of Company in Total Annual

Sales, the category in which your company's total annual

sales figure fall. This figure should be based on the
company's latest complete fiscal yeér and should reflect the
entire corporate entity.

Identify the three-digit Standard Industrial
Classification (SIC) Code for the manufacturing site. 1If
you do not know the site, identify the prima;y SIC code for
the entire company. 1If the three-=digit code will reveal the
company's identity taken together with the informatién on

geographic location and annual sales, provide a two-digit

~code and a brief explanation of why a three-digit code is
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Once you have selected the appropriate characteristics,
you may use them to write a generic manufacturer identity
description. Alternatively, you may select the
characteristics and enter them in the spaces provided on the
form. In this case, EPA will compose the generic
manufacturer identity based upon the selected descriptors.
The following example is provided as a suggested format for
composing generic manufacturer identity descriptions. 1If
the Agency composes any descriptions, it will follow this
format. | |

Example: .ABC Chemicals Company has corporate
headquarters in Chicago, Illinois, with total annual sales
of $87,500,000. It intends to produce the new substance at
its plant in Los Angeles, California, which has SIC codde
2861. The company's géneral description would read as
follows: "The submitter has total annual sales of between
$10,000,000 and $99,999,999, and intends to produce the new
chemical substance at a plant in the Pacific region of the
country whose three-digit Standard Industrial Classification

code is 286, "Industrial Organic Chemicals".
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List of Characteristics

List 1 Geographic Location of the Company

Region
Northeast: Connecticut, Maine, Massachusetts,
New Hampshire, Rhode Island, Vermont
Middle Atlantic: New Jersey, New York, Pennsylvania
East North Central: 1Illinois, Indiana, Michigan, Ohio,
Wisconsin
West North Central: Iowa, Kansas, Minnesota, Missouri,
Nebraska, North Dakota, South
Dakota
South Atlantic: Delaware, District of Columbia,
Florida, Georgia, Maryland, North
Carolina, South Carolina, Virginia,
West Virginia
East South Central: Alabama, Kentucky, Miséissippi,
Tennessee
west'South CentralE Arkansas, Louisiana, Oklahoma,
Texas
Mou;tain: Arizona, Colorado, Idaho, Montana, Nevada,
New Mexico, Utah, Wyoming

Pacific: Alaska, California, Hawaii, Oregon, Washington

List 2 Size of Company

a) under $1,000,000

b) $1,000,000 to $9,999,999

c) $10,000,000 to 599,995,999
d) $100,000,000 to $499,999,999
e) $500,000,000 and up
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C. Instructions for Generic Use Information

If (but only if) you claim the categories of use or
intended uses of the substance confidential, you must use
the following method to develop generic use information to

be included in the section 5(d)(2) FEDERAL REGISTER notice,

Part III, section C, of the PMN form.

Select from List 1, Deqree of Containment, the

characteristics which describe the degree of containment of
the substance. Some exaﬁples are included in List 1, to
help explain the meaning of the terms. Most indugtrial uses
of chemicals will fall in the "open use" or "dispersive use"
categories. Most consumer uses will be classified as
"highly dispersive"., 1If no characteristic is ;ppropriate,
provide an appropriate term on the line marked "other”.

Select from List 2, Level of Environmental Release, éne

characteristic to represent the total léss to the
environment due to the use. Total loss includes losses from
commercial and industrial waste streams and fugitive
emissions, consumer end use, and final consumer disposal as

'solid waste.

Select from List 3, Type of Populaﬁion Exposed, the

characteristic which describe each type of population that

may oe exposed to the substance due to its use. Many uses
will involve some commercial or industrial exposure as well
as some consumer exposure. In the case of some printing

inks, for example, the press operators are exposed to them
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as are the consumers who handle the printed material. 1In

these cases, more than one type of population characteristic

should be chosen for each category of use or intended use.

Select from List 4, Environmental Release, the

necessary descriptors for each type of release to the

environment due to the use. Only identify the releases that

T

give information about the use of the substance. For

} example, using an industrial doaﬁing on furniture production
| may involve some release of spent lacquers to a landfill.
However, during the usé of the substance, release would

result from the evaporation of solvents from the coatings.

Tt A
i
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In this case, you would report the releases as an industrial

or commercial loss or waste stream to the air, but not a

W
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release to a landfill. Some releases, particularly some
industrial releases, may not give any information about the
use. In these cases you should choose descriptor (e).

For each type of population identified above, select as

many descriptors as appropriate from List 5, Type of Human
{ . Contact. 7

For each type of population identified above select one

S el

e e

descriptor from List 6, Frequency of Use or Human Contact.

if} Most consumer uses will imply an average frequency of use.

For example, dishwashing detergents may be used an average

I of five times per week. 1Industrial and commercial uses may

v O et
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in differ, since discrete occurrences of use are replaced by
frequent or perhaps continuous exposure to substances which

are used daily. Either type of use can be classified by the
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Jescriptors in List 6. -Group the descriptors from List 5
and 6 according to the exposed populations identified.

Once you have selected the appropriate characteristics,
you may use them to write narrative generic substitutes for
the use information you claim confidential. Alternatively,
you may select the characteristics and enter them in the

"space provided on the form. Tm this case, EPA will compose
the narrative generic substitute based upon the selected
descriptors. The following example is provided as a
suggested format for composing narrative generic substitutes
for use information. If the Agency/ccmposes any generic
substitutes, it will follow this format.

-Examgle: The premanufacture notice indicates that the
substance will be used in an open use that will-release_gggg

than 50 kilograms but-less than 5,000 kilograms of the

substance to the environment per year. The manufacturer

states that the use will involve exposure to non-chemical

industry employees more than five times ver week with

intended skin contact and a votential for eve contact. The

use will also involve exposure Eor consumers as part of an

article with an average exposure frequency of once a month

or lass and a potential for skin and eye contact. There

will be release to the environment as an industrial loss to

the air and in an industrial waste stream to a Publicly

Owned Treatment Works (POTW) as well as release to the air

from a consumer -end use.
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ﬁj LIST OF CHARACTERISTICS

List 1 Degree of Containment

a) destructive use (e.g., fuels, fuel

additives, chemical

intermediates)

b) contained use {e.g., closed processes,

fluids sealed in products)

c) open use : (cases somewhere in
between dispersive uses

and contained uses)

d) dispersive use {e.g., some textile dyes,
automobile tire rubber,

friction devices)

e) highly dispersive use (e.g., pesticides,
fertilizers, salt for snow

removal, paint solvents)

K ez o tm—

£) other, please describe

ey S
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List 2 Level of Environmental Release

RLARAZ. POV 2ot VAP

a)

b)

c)

d)

List 3

_more

more

less than 50 kg/year

more than 50,000 kg/year

Type of Population Exposed
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a)
b)

c)

4)

e}

industrial employees - chemical

industrial employees - non-chemical

commercial employees - maintenance, services and

retail sales

consumers - formulated products (e.g., mixtures)

consumers - part of an article

Lisﬁ 4 Environmental Release

)

As an industrial or commercial loss or waste stream

a)
b)
)
d)

e)

- to air

- to water

- to a Publicly Owned Treatment Works (POTW)

- to a landfill

- other, pléase describe

Consumer end use

£)
q)
h)

3)

- to air

to navigable waters

than 50 kg/year but less than 5,000 kg/year

than 5,000 kg/year but less than 50,000 kg/year

to a Publicly Owned Treatment Works (POTW)

final consumer disposél as solid waste
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% List 5 Type of Human Contact
%* a) - very low potential for contact

b) = potential skin contact

c) - potential eye contact

d) - potential oral contact

e) =~ potential inhalation

£) - potentiql ingestion

g) - intended skin contact

h) - other, please describe

List 6 Average Frequency of Human Contact

a) - once a year or less

b) - once a month or less

¢) =~ once a week or less -

d) - more than once per week

e) - five times per week

£) - continuous or very frequent exposure during
working hours

g) - othar, please describe

D. Instructions for Providihq Generic Physical and

Chemical Properties

You must use the ranges provided below for vapof
qg pressure, density, solubility, melting point and
boiling point/sublimation point if you claim these
physical and chemical properties'confidential because

disclosing the "specific” value for any of thém would

TR
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reyaal confidential business lnformation. 1If you do
aot use these ranges, provide a range of your own and
axplain why such an expanded or different range is
necessary to protect the confidential business
information. If you c¢laim any other specific physical
and chemical properties confidential, provide a range
of your own choosing. This nonconfidential information
will be placed in the public docket.

Rances for Reporting Physical ;nd Chemical Properties

Vapor Pressure

Temperature (1 o0 -1-2
t1 1072 -1 torr
[y 1-1- torr
[1 10 - 100 torr

[ 100 - 1000 torr

{1 >l000 torr
Censitv (lLiquid or Solid]
{1 <.9 gm/cc
f1 .9 -1.1 gm/cc
{1 »>L.1 gm/cc
Solubilitv
Temp (1 <=8 gm/1
Solvent {1 1074 - 1076 gm/1
1 107¢ - 10°2 gm/1
[1 1072 -1 gm/1
(1 1-10 gm/1
{1 >lo gn/1
Malecing Poink
{ T <oce

{] 0 -30cC°
{] 30 - 50C°
[] 50 - 1lo00C°
{1 >l00C®

Boiling Point/Sublimation Point

{f ] <oc*

{f] 0 -30C°

] 30 - soce
} S50 - looce

P —

[] 100 - 200C*
{1 »200C*°
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[V. SUBSTANTIATING CLAIMS OF CONF IDENTIALITY

In addition to asserting a claim as explained in
sections I - III of the instructions, notice submitters must
do the following to substantiate claims of Eonfidentiality
for information on the PMN form or in attachments to the
form.

A. GENERAL CERTIFICATION

The person who signs the form must certify the truth and
accuracy of the fo;lowinq four statements which apply to all
information claimed confidential. (Note: The certification
is only to be.signed once for the entire form and
attachments):

a. My Eompany has taken measures to protect the
confidentiaiity of the information, and it will
continue to take these measures;

'b.-The information is not, and has not been, reasonably ~
obtainable by other persons (other than governmental
bodies) by using legitimate means (other than
discovery based on a showing of special need in a
judicial or quasi-judicial proceeding) without my
company's consent; .

c. The information is not publicly available elsquhefe; .
and
d. Disclosure of the information claimed confidential

would cause substantial harm to my company's

competitive position.,
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O A2

B. CATEGORY A: Manufacturer's'(Importer's) Identity

To substantiate claims for Category A, Manufacturer's
Identity, you need only sign the confidentiality
certification. You are not required to answer any specific

questiohs for this category..

C. CATEGORY B, C, D, E, and M: SPECIFIC QUESTIONS

In addition to the certification, you must answer the
following questions if you claim information confidential in

these categories. (Note: for each category, you must

answer the questions only once, regardless of the number of

€ GARMOATS TR L) LTINS S RS 3 T

times you claim information confidential in that category.)

Category B - Specific Chemical Identity

1. How would disclosing the specific chemical identity
substantially harm your competitive position? Be

specific about the connection between disclosure and

the harm; .

2. How long should confidential treatment be given
(until a specific date, until the occurrence of a
specific event, or permanently)? Why?

3. Has the chemical substance been patenﬁed? If so,
have you granted -licenses to others with respect tb
the patent? If the substance has been patented and
therefore disclosed through the patent, why should it
be treated as confidential? ’

4. To what extent has it been rev;aled to-others that

this chemical substance is or will be manufactured or

imported for a commercial purpose? What precautions
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have been taken regarding these disclosures? Have
there been-public disclosures or disclosures to
competitors?

Has this particular chemical substance left your site
in any form, e.g., as product, effluent, emission?

If so, what measures have you taken to guard against
discovery of its identity? Before you begin
manufacture of this substance will it leave your site
in any form? 1If so, what measures will you take to
guard-against discovery of its identity?

If the chemical substance ﬁas.left the site in a
product that is available to the public or your
competitors, can the substance be identified by
analysis of the product?

Has EPA, another federal agency, or any federal court
made any pertinent confidentiality determinations
regarding ;his(information? If so, please attach
copies of such determinations.

If you have claimed confidentiality for
manufacturer's identity (Cateqory A) and EPA keeps
confidential the link between your company identity
and the specific chemical identity, youi identity
will not be associated in any way with the chemical
identity. 1In this case, what harm to your
competitive position would resdlt from disclosing

only the.specific chemical identity? How could a
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L

competitor use this information? What is the casual
relationship between the disclosure and the harm?

Category C - Production Volume

[£ you have claimed confidentiality for
manufacturer's iden:ity (Category A) and EPA keeps
confidential the link between your company identity
and production volume, your identity will not be
associated in any way with the production volume. In
this case, what harm to your competitive position
would result from diéclosing the production volume?
How could a competitor use this information? What is

the causal relationship between the disclosure and

‘the harm?

If you have claimed confidentiality for chemical
identity (Category B) so that the chemical identity
(other than éeneric name) is not associated in any
way with production volume, what harm to your
competitive position would result from disclosing the
production volume? How could a competitor use this
information? What is the causal relationship between
the disclosure’and the harm?

Category D - Use Data

If you have claimed confidentiality for
manufacturer's identity (Category A) and EPA keeps
confidential the link between your company identity
and the use data,ryour identity will not be

associated in any way with the use data. In this
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case, what harm to your competitive position would
result from disclosing the use data? How could a.
competitor use this information? Wwhat is the causal
relationship between the disclosure and the harm?

If you have claimgd confidentiality for chemical
identity (Category B) so that the chemical identity
(other thaﬁ generic Bame) is not associated in any
way with the use data, what harm to your competitive
position would result from disclosing the use data?
How could a competitor use this information? What is
the causal relationship between the disclosure and
the harm? ' .

Category E - Process Information

If you have claimed confidentiality for
manufacturer's identity (Category A) and EPA keeps

'Confidential the link between your company identity

and process information, your identity will not be

associated in any way with this information. 1In this
case, what harm to your.competitivé position would
result from disclosing the process information? How
could a competitor use such information? What is the
causal relationship between the disclosure and the
harmful effects?_ |

If 'you have claimed confidentiality for chemical
identity (Category B) so that the chemical identity
(other than generic name) is not associated in any

way with the process information, what harm to your
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competitive position would result from disclog}nqithe
process information? How could a competitor use this
information? What is the causal relationship between

the disclosure and the harm?

Category M: Portions of a Mixturse

(Only for use in Health and Safety Studies)
If you have claimed confidentiality for
manufacturer's identity (Category A) and EPA keeps
confideniial the link between your company identity
and the proportions of the mixture, your identity
will not be associated in any way with this
information; Iﬁ this case, what harm to your
competitive position would result from disclosing the
proportions of the mixture? How could a competitor
use this information? What is the causal
relationship between the disclosure and the harm?
If‘you'have claimed confidentiality for chemical
identity (Category B) so that the chemical identity
(other than generic name) is not associated in any
way with the proportions of the mixﬁhre, what harm to

your competitive position would result from

disclosing the proportions of the mixture? How could.

a competitor use this information? What is the
causal relationship between the disclosure and the

harm?
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D. CATEGORY F - OTHER INFORMATION - SPECIFIC QUESTIONS

For Category F, Other Information, you must answer the
following questions each time you claim information
confidential for that category:

1. Is the item confidential in and of itself? 1If so,

what is revealed by its disclosure?

2. Is the item_confidential‘because it will reveal some
other confidential information, whether or not that
other information is reported on this form? 1If so,
what is the information that will be revealed?

3. Is the item confidential because it will reveal other
confidential information when the item is disclosed
in association with some other item(s) submitted on
this form? Is so, what are those item(s)?

4. If the answer to 1, 2, or 3 is yes, what harm would
disclosing the confidential information cause to your
competitive position? How would disclosure lead to
this harm?

5. If you have claimed confidentiality fof
manufacturer's'identity'(Category A) and EPA
maintains the confidentiality of the link between
your company identity and this information, your
identity will not be associated in-any way with the
item claimed. 1In this case what harm to your
competitive position would result from disclosing the

item? How could a competitor use this information?
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_ V.

wWwhat is the causal relatiqnship between the
discloéure and the harm?

[f you have claimed confidentiallty,fof chemical
identity (Category B) so that .the chemical identity
(other thaa generic name) 13 not associated in any
way with the item claimed, what harm to your
competitive position would result from disclosing the
item? How could a competitor use this information?
Wwhat is the causal relationéhip between the

disclosure and the harm?

FORMAT FOR RESPONSES TO LINKAGE AND SUBSTANTIATION

QUESTIONS AND JUSTIFYING GENERIC SUBSTITUTES

Any attachments to the premanufacture notice form that

either (i) establish linkages to the EPA categories of

claims, or (ii) substantiate information claimed

confidential, or (iii) justify generic substitutes should

follow the format described below:

l. The responses for any one category -- whether

establishing a linkage, substantiating a claim of
confidentiality, or justifying a generic suhstitute
should be grouped together. For example, responses
to linkage questions, substantiation questions and
any explanation of why the EPA approach to developing
generic substitutes was not used (if it was not
used), about the information in the use data category

should be grouped together.
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2. With your responses 7rouped by category, you'should
then arrange the gfoups in the order of the
categories themselves, starting with ‘A. For example,
if category A (manufacturer's identity) and_category
D (use data) are claimed confidential, the responses
in category D should all follow the responses in
category A. An outline of your attachments if you
make cénfidentiality claims inAeach of the categories
might bé the following:

I. Category A Ciaims (Manufacturer's Identity)

A. Answers to linkage quesgions.

B. Justificatiqn of a ggnetic substitute (oniy if-
you do not use EPA's guidelines for providing
this information.)

(fo subsfantiate a claim of confidentiality for

Manufacturer's Identity, sign the

Confidentiality Certification Statement

appearing on the front of the PMN form.)

II. | Category B Claims (Specific Chemical Identity)

A.- Answers to linkage gquestions.

B. Justification of generic description (only if
you do not use EPA's guidelines for providing
this information.)

C. Answers to substantiation questions.

III. Category C Claims (Production Volume)

A. Answers to linkage questions

B. Answers to substantiation questiocns



DYy er-a

et —_—

her T RU e At e

ettt

Federal Register / Vol. 44, No. 201 / Tuesday, October 16, 1979 / Proposed Rules

59833

vy Cafeqory D Claims (Use of the New Chemical

Substance)

A. Answers to linkage questions.

B. Justification for generic description (only
if you do not use EPA's guidelines for
providing this information.)

C. Answers to substantiation questions.

v, Category E Claims (Process Information)
A. Answers to linkage questions
B. Answers to substantiation questions
VI, Category F Claims {Other)
A. Answers to substantiation questions for each
item claimed in this category.
EPA will treat as confidential the information provided to
justify confidentiality claims, so long as this information

is clearly marked CONFIDENTIAL.

Examples of Asserting and Substantiating

Claims of Confidentiality

Thn following three examples are provided to illustrate

how + submitter would assert a claim of confidentiality.

Example 1 - Manufacturer's Identity

(Part I, Section A)

Ansolusol Company has filed a PMN. The company is
asr '»ting a claim of confidentiality fcr the company name
becruse public disclosure of the fact that this company
intands to manufacture a new chemical substance would reveal
conidential busineés_information. As illustrated on the

att hment, a check has been placed in the box to indicate
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tho* the company is asserting this claim. The answers to
Que-tions 1, 2 and 3 of Part I, Section A are automatically
inc'uded in the claim of confidentiality for manufacturer's
idenrity when this singlé box is checked.

In accordance with EPA's inétructions for claiming
corfidentiality for manufacturer's identity, Absolusol has
pre 7ided EPA a generic description in Part III of the form
whi:h wWwill be published in the FEDERAL REGISTER notice.
(Se~ attached sample page.) .

The company is also assettingfa claim of
'ccvfidentiality for the answer to Question 4, intended date
D enreenecmoent. of manyfacture for uummorclal'gyrposes. The
com v has placed an "A" in the box next to Question 4
nae e the company ls asserting that disclosure of this
int ‘tmation will reveal.the company identity. The company
axrlring how disclosure of the answer -to question 4 will
rev -yl company identity by respondinq to the linkage
‘que ‘vion found in the instructions.

To substantiate the claim of confidentiality for all
cat~1ory A claims, Samuel Hunter, President of Absolusol
Coﬁn1ny, has signed the confidentiality certification
star~mant appearing on the front of PMN form. No other

subrtantiation is required for claims in this category.
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United States

\IEPA

Agency

PREMANUFACTURE NOTICE

DOMESTIC MANUFACTURERS

Environmental Protaction

When completed send this form to:

Document Controt Officer

Oftice of Toxic Substances, T$.793
US.EPA,

401 M Strest, S.W.

Washington, D.C. 20460

EPA USE ONLY
Qm of receipt

GENERAL INFORMATION

The Premanufacture Notice form for tic manufacturers is

divided i1nto the following pa

Partt = General In? SE

Partil = ﬁ\ ental Release
5!
ster Notice

Partill =
Part V = Qptional Data

Part IV = F

The ootional part (part V) is not included in this package. All .

gata requasted in the mandatory parts (pants t, I, lil, and IV)
must dDe reported to the extent they are } to or «
ascentainacle by the submitter, This means that the suommer
is expected 0 answer all questions 0 the best of his/her abilty,
inciuding making reasonabte estimates in casss whers comofete
factual information is not availadte, if the submitter is unable
to make a reasonadble estimate (i.e., the data is not known and is
not ualsouoty ascertainadiel), ha/she should enter "NA" (not
availadle).

In part |, the submitter is required to report the specific chemical
identity of tha new substance, regardliess of whether the informs-
tion is ciaimed as confidential. In sccordance with proposed
§720.20(1), the submitier may authorize another person to report
the specific chemicai identity in Ms/her behal!l, The notice w,
not be valid until the specific chemical identity is recoi§

EPA.
If the space on the form is not sufficient o ade

¢ 3
quastion, the submitter may attacn additional 8 \Qieﬁﬁﬁy
conunuation by part, section, subsection, angf\\ ‘

%\"\L"')
ASSERTING AND SUBS 1 Q)
CLAIMS OF CONFIDE 37)

Read Apoendiz A, Instructions for Asserdwg and Substantiatin
Claims of confidentiality, for information on how to claim a

supsiantiate confidential business information inciuded in this
form or /n attachments b the form, Claims of conficentianty

must be made in accordance with section 1V of these insructions,
i you claim any item in any attachment to this form confidential,
see SPECIAL INSTRUCTYONS for anachments, Appendix A,
Section Il. Appendix B “‘Exampies,’’ provides additional guidancs
for asserting and substantiating claims of confidentiality.

In accordance with sections | and 1) of the confidentiality instruc-

tions, claims of confidentiality must be made by using the foliows

ing six categories:

A, MANUFACTURER'S IDENTITY

A claim of confidentiality for Caum A, Manufacuurs
identity, automatically includes items 1, 2, ‘and 3 in partl,
section A 3

8. SPECIFIC CHEMICAL IDENTITY

A claim of confidentiality for category B, Soecific Chemical
Identity, automaticaily includes ttems [, 2, and 3 in part i,
section B, —

C. PRODUCTION VOLUME

A claim of confidentiality for category C, Production Voiume
avtomatically inciudes item | in part |, section D. These
items do not need to be incividuaily claimed.

D. USE DATA

A claim confidentiality for category D, Use Data, automatically ..
These items do not need -

inciuges i1tem 2 in part |, secton D.
to be individually claimed,
E. PROCESS INFORMATION

A claim of confidentiality for category €, Process Information,
automatically includes items in part |i, section A, subsection
2. Thase items do not need to be individually claimed,

F. OTHER INFORMATION )
No items on the form are automatically inciuded in this

Mmust be made in accordance with sections| and 1) of these instruc- category. Thus ail claims for this category must specify
tions, (n scdition, substanmiation of ai! claims of confidentiality category F. :
GENERAL CERTIFICATION

I heredy certify to the dest of my knowiedge and belief, that:

3. The company named in section A, item 1, intends to manufac-
ture for 3 commerciai purooss the chemical sudstance for wmcn
this notice 1s submitted, other than in smatl quantities for
research and deveiopment, and that the substance is not
excluded from gremanufactre nolification (40 CFR 720.13);

8. All information entered on this Premanufacture Notics form 1s
compiets and guthful as of the date of sybmittal; and

¢. | am submitting with this form all test data in my possession
or control concerming effects of ihe substance on heaith or
the environment and 3 description of any other 3ata xnown
o o reasonadly ascertanadie by me, in accordance with
40 CFR 720.23.

| also agree to permit access %0, and the ccoying of records by 2
duly authonzed representative of the EPA Administrator :n accords
ance with the Toxic Substances Controi Act and any reguiations
1ssued thereunder, !0 document any information
tis form,

reported n |

Signature of authorizeg official

Somud ﬂu@O @w doat

Date /

Sepb 15 1199

CONFIDENTIALITY CERTIFICATION

| herepy certfy to the truth ang accuracy of the foilowing
fowr statements concerning “all informagon which i claimeg
conticential.

3. My company has taken measures to protect the confidentiality
of the information, and it will continue 0 take these measures:

b. The information is not, and has not been, reassnably obdtain.
able Dy ather dersons (other than povernmentai bodies) by using
legitimats means (other than discovery based on 2 showwng
of ' special need in 3 jugiCial OF QUaSI-UBICIAI proceeding) withe
out the company's consent:

¢. The information is not publicly availabie eisewnere; and
4. Disclosure of the information claimed confidential would causs
subs@antial harm to my company’'s comoetitive position,

Signature of authonzed offic:al

T ml,uf ) #LLATU, QMCLM:I’

Date

Je@k 5 b3y

EPA Form 7710-25 (9-79)

716 2749
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Part | - GENERAL INFORMATION

P Section A - MANUFACTURER IDENTIFICATION

If you claim Manufacturer’s identity confidential, mark (X) the box at the right,
The answers 1o items 1, 2, and 3 wiil de inciuded in thus ctaim.

If you claim the answers 0 items 4 or S configential, place the tetter(s) A—F in the box which indicames

N

the Dasis of your Claim and answer tne inkage questions in appendix A, section I{ for catagories A—E, Confider-
. tial coae |-
Name of authorized official Titis 4
1. Pers e
Ff",,:" Samuel Hunter. President
Notice \zati
’ﬂ T.nusol Company
1§ Numnter,
*go gt STy
sau ZlP [
“Yos Miss. 01792
Title

. Name
2 Tecwnical ca1ly Murphy, Ph.D.

Project Engineer

Contact
g (Number sTeet)
b v s e R by

Ci szm. ZIP coe

ston, Mass. 01-792 ' QPJM

1, Parent "‘ﬁ"/ A

Company
Mailing addaress (Numoer and street)

City, State, ZIP coge

4. Enter the intended date of commencement of manufacture for commercial purposes.

Month

Year

if the intenced Sate of commencement of manufacture is more than
3 years after the date of this notice, submit evidence of intem

manufacture 1n accorsance with 30 CFR 720.20(h). | .
} April l -

Mark this dox if you attach evidence,

1980

1
S. If you have had a Prenouca C ation (PC) ¢ g this notice |
and EPA assigned a PC aumper 1o this notice, enter P NUMDE! —emeeemeds |

Mark (X}

1 AONG ey

%\;\;\s‘f A

CONTINUE #1TH SECTION B ON PAGE 3
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_ Part IV - FEDERAL REGISTER NOTICE

’ Information provided in this part will be published in the Federal Register in accordance with section 5(d) (2)
" of TSCA. Do not enter any information in this part for which you have asserted a claim of confidentiality.

Section A = CHEMICAL IDENTITY - AA\(&}\\\\;\?)

oy - » Q
v Enter the specific chemical name of the substance if it Is not ¢laimed confidential, If the chemicai identity ks\;tnm‘.

- confidential, enter the name agreed to by EPA in Prenotics Commumcation or EPA will enter one of the

% ceneric names in part |, section C. . ) ) \D)

;‘ﬁ%ls section would be completed in accordance with e ——

% the instructions.

'®) Section B = MANUFACTURER IDENTIFICATION

5 ". . the legal titia of the organization flling this notice If It IS not claimed confldential. If the legal title of the organizaticn is
g ceina?n:nd con?ioemial. pravide a descriotion of the organization in accordance with saction 11{, Appendix A, Instructions for Asserting

= snd Sudstantiating Claims of Confidentiality.

" The submitter has total annual sales of between $1,000,000 and
=" $9,999,993, and intends to produce the new chemical substance

#1.  at a plant in the Northeast region of the country whose three
' digit Standard Industrial Classification code is 307.

SRR

d sfﬁ'?c"rcuEtU{"gnDs”A This section would be completed in accordance with the
" 1. If use Gata were not ciaimed confidential in section D, list the category(ies) of yse that you reported in section D, item 2a,
Mark (X} if the use catagory(ies} is gite limited, indusgTial, Commercial, of consumer,

2

PR

W
e
e

1l

\ Mark (X) approgrigte dox
‘ O fue L Site limiteg ingustial |  Commercial Consumer
N \\(\ m ) 3 Q) {3

R TR St e
7
<

R I ¥ F R S L Ry

2, If use data were c!3imed confidential, provide 3 description of the category of use(s) of the chenucai sudstance in accordance with ’
- saction i1, Appendix A, instructions for Asserting and Substantiating Contidentiality, Thus description should e as specific as
possible without revealing confidential information,

i BN R
¥l e
R (\\\\: N7 -
RN
\Q_N e

instructions.

-.. List 2il test data concerning health and environmentai effects of the manufactire, Drocessing, distribution, in commercs, use, o disposal of_
. the new chemical sutstance that are Deing sudbmitted, descrided, or cited as part of this notics. Provide a brief abstract of all test data on

f Section D - TEST DATA This section would be cohﬁieCed in accordance with the

' ’ i, the new chimicai substance that are submitted in accordance with 720.23(a) and 72020(}). it physicai-chemical prooerties are claimed con-

* fidential, provide a generic description of thess properties in accordance with section !, Agpendix A, Iastructiens for Asserting and

'« [ Marx this bex it you attach & continuation sheet.
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(This information would be provided in an attachment -to- the

form.)
L : Sample o
) A"“ %
72253)\ \ Confidentiality Claims
. .“'.»':4 ¥ \ }
Lo LT Categorv A

Linkage Question

A. Manufacturer's (Importer's) Identity

: - For every item that you have marked with an “A%, answer
the following question:
How would disclosing this item reveal your company's

identity?

Part I, Section A, Question 4:

"This information in conjunction with the generic
informatian grovided for the manufacturer's identity and
chemical identi:y would reveal ocur company name because we
are the only ccmpany of our size located in the northeast
with the capability of manufacturiﬂq a new chemiéal_."
substance of this type within the next six months. When we
introduce our new zroduct it will be clear that our company

submit«ed the »remanufacture notice."
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Example 2 - Chemical Identity

{Part II, Section B)

Beeswax Incorporated has filed a PMN. The company is

asserting a claim of confidentiality for information in

category B, specific chemical identity. As illustrated on

SRS

the form, a check has been placed in the box to indicate
that the company is asserting this claim. The answers to

items 1,2, and 3 are automatically included in the claim of

ettt
[~ raTrernmmay vy

confidentiality. In accordance with EPA's instructions for
claiming confidentiality for specific chgmical identity the
company has provided three generic name(s) from which EPA
will cﬁoose a single name fof publication in the FEDERAL
REGISTER noticé along with other information in Part III of

the form.

The company is also asserting .a claim of
confidentiality for information on impurities provided in
response to question 4. Becauée the answer to question 4 is

~not automatically linked to the clqim of confidentiality for

category B, specific chemical identity, Beeswax must place a

"B* in the box next to guestion 4, and answer the following

linkage question in Appendix A, lIanstructions for Asserting

LD 4 e e W

and Substantiating Claims of Confidentiality:

B: Specific Chemical Identity

For every item that you have marked with a "B", answer .
) the following qQuestion:
f Bow would disclosing this item reveal the specific chemical : )
! identity?

The answers to the linkage éuestion and the answer to
the substantiéticn questions for category B, chemical

identity, were attached to the form by the company.
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3 Section B — CHEMICAL IDENTITY o ]
1f you claim Chemical Identity confidential, mark (X) the box at the right. > 'A‘ .
The answers (o items 1, 2, and 3 will be included in this claim! ’
" 1f you claim Chemical identity confidential, is '
I this claim fimited to the period prior to manufacture? 1] Yes 2(JNe

I you claim the answer to item 4 confidential, place the ietter(s) A~F in the box which indicates
the basis of your claim and answer the linkage Questions in appendix A, section It, for
categories A-E.

Complete either f. 2, or 3 as appropriate, .Complete 4.

Confiden-
tial code

8. CAS Registry No. {if known) .
Lol 103-88-8
Substance B. Specific chemical name
(other than
palymers) N=-(4-bromophenyl) acetamide
S..Molecular formula
CgHgONBr
d. Synonyms e . PR
4-bromo acetanilide, p-bromo acetanilide
¢. Trademarks
N/A
1. Structural diagram
H O
' 1]
N=-C-C H3
Br
Duarx this box if you attach a continuation sheet.
_2. Class 2 8. CAS Registry No. (if known)
- Chemical
Substance b. Specific chemical name

€. Synonyms

4. Trademarks

o, List the immediate precursor substance(s) and reactants with their respective CAS Registry Number(s)
and describe the nature of the reaction. Also provide a partial or incomplete chemical structure diagram

(where appropriate). Indicats the range of composition.

Dum this box it you sttach a continuation sheet,
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.

3. Polymers
a. (1) Provide the specific chemical names and the CAS Registry Number of those monomers and other reactants used in
the manufacture of the polymer. (2) Mark (X) the identity coiumn if you wish monomers used at two percent (by weight)
or less to be listed as part of the polymer description on the inventory. (3) Provide the intended range of composition

of the potymer in terms of monomer percent (by weight). If your notics is for any copolymer of the listed monomers,
enter *“any” under Range of Composition. (4) For each menomer, indicate the maximum amount (weight percent) that
may be present as a residual in the polymer as distributed in commerce. . .

T e s vr=yrT—

) ; ‘dentity - Range of Maximum amount Confiden-
Monomers and CAS Registry No. Mark (;y) composition (weight percent) tial code
1) {2) (3) (4; (5)
L ]
L]
%
y
%
b. Indicats the minimum average moleculsr weight or the minimum degree of polymerization of the polymeric compositions )
to which this notice applies. . E
D Mark this box if you attach & continuation sheet. %&“
4. Impurities S
{a) List each impurity, including CAS Registry Number, which may reasonably be anticipated to be present in the chemical
substance as it will be manufactured for commercial purposes. (b) Estimate the maximum percent (by weight) of each impurity.
Base your answer on information developed during R & D activities, your knowiedge of manufacturing process chemistry and
anticipated quality control operations. (c) Mark (X) if the concentration of an impurity will be specificaily controiled because
of your concern about potential adverse hesith or environmental effects. (d) Estimate the maximum total percent (by weigh
of the impurities that may be present.
R Maximum | Mark if to be X
Impurity and CAS Registry number percent speciticatly | Confiden
present . controlied tial code
{a (b) {c)
2,4-dibromo acetanilide (23373-04-8) L3 B
N,N-diacetylaniline {NA) .01 o B
acetanilide (103-84-4) 1 e B
%
%
%
— %
-
%
L 3
' 7 N -
d, Total percent ——e———ee ) %1

{ | Mark this box If you attach a continuation sheet.

) Section C - GENERIC NAMES

Complete this section oniy if Specific Chemical Identity is claimed confidential.

For instructions on how to deveiop generic names, see appendix ||, 40 CFR 720 (44 FR 2278), Proposed
Premanufacture Notification Reguirements ang Review Procedures.

1. Enter the

gereric name  4-substituted acetanilide ,

e
Prenatice 4-substituted bromobenzene

Communication

or provide 3 c .
generic ames. - (bromo carbomonocycle) acetamide
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SAMPLE %
(Submitter's Attachment to the Form) (
Confidentiality Claims

Category B

1. Llnkage Question for Question 4 of Part I, Section B:
Dlsclosure of the information that one of the
impurities is 2,4-dibromo acetanilide in conjunction
with the generic name. "4-substituted acetanilide”
clearly reveals that the masked substituent in the
generic name is bromine,

In addition disclosure of the information that N,N-
diacetylaniline and acetanilide are minor impurities in
conjunction with generic names 2 or 3 reveals that the
masked portion of the molecular structure is an
acetamide derivative. Therefore, the information in
question 4 plus the generic names would disclose the
specific chemical identity which we claim is
confidential business information. .

2. Substantiation for All Claims in Category B:

(Beeswéx Incorporated's answers to the substantiation

questions would begin here.)
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Example 3 - Health and Safety Study

{Attachment)

This example illustrates how a submitter would assert a
claim of confidentiality for information in a health and
safety study. Examples of substantiation for this

information are not provided.

Pinnacle Chemical_Ccmpany filed a PMN and submitted a
health and safety study as an attachment to the PMN form.
It claimed confidentiality for information in the health and
safety study under Category A, Manufacturer's Identity, and
Category B, Specific Chemical Identity. - Pinnacle identified
these confidential items in the health and safety study by
circling them where they appear in the study and by w;iting
the appropriate category letter (A or B, in this case) in
the margin next to the circled information. (In addition to
the claims illustrated in this example, Pinnacle made the
claims on the PMN form itself in accordance with EPA'Q-
reporting instructions. The company also adhered to the
guidelines for developing a generic manufacturer's identity
and three generic chemical names in Part III of the form,
for publication in the Section 5(d){2) FEDERAL REGISTER

notice).

Pinnacle answefed the linkage questions for Categories
A & B that are found in Appendix A, Instructions for
Asserting and Substantiating Claims of Confidentiality. The
company also submitted an explanation establishing that its
identity is unrelated to the health and safety effects of
the substance, as explained in Section II C of the N

Instructions.
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SAMPLE
(Submitter's Attachment to the Form)

Confidentiality Claims

\5\\&@‘\9@9 Category A @*\“@\\&’

Linkage Question for Items in Our Health and Safety Studyr

How would disclosing this item reveal your company's
identity?

Answer: These items are our company's identity.

(NOTE: 1If other items on the form or in the attachment are
claimed confidential and linked to Category A,
Manufacturer's Identity, the answers to the linkage
questions for each item claimed in Category A would be

included in this attachment.]

SAMPLE

<S§?ubmit;er's Attachment to the>Form) \\,
> | B
%—ﬁtion of Irrelevance of Manufacturer's ‘\ty 7
%% to Health and-- Safety Study- @ " B
Our company's identity is totally irrelevaﬂt to the
“health and safety effects of this substance. It is not
necessary to know the name of our company to interpret and
assess this health and safety study. Knowledge of our
company's identity would not provide any infofmation
regarding the appropriateness, the validity, the methodology
or the accuracy of this study. Thus keeping our identity
confidential will have no bearing on using the attached

study tc assess the risks that this chemical may or may not

present .to health and the environment.
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- Q | Confidentiality Claims /7&
® Category B %

Linkage Question for Items in Our Health and Safety Study:

How would disclosing this item reveal the specific
chemical identity?
Answer: CH,F CH,0CH,H,F is the molecular formula of the
substance and is equivalent to specific chemical identity.

Explanation: Chlorsake is the common name of this chemical

and has been manufactured previously. It has been
referenced in the chemical literature and the name Chlorsake
is tied to the molecular structure in this literature.
Therefore any competitor who would see Chlorsake appearing
in conjunction with the generic names we have submitted, and
who knows that Chlorsake is being used with reference to a

new chemical substance, would have enough information to

know the specific chemical identity.

[NOTE: If other items on the form or in the attachments are
claimed confidential and linked to Category B, Specific
Chemical Identity, the answers to the linkage questions for

each item claimed in ¢ategory B would be included in this

attachment.]
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NOTE: (The tradename, molecular formula, and test

1.

(B]

[B]

results used in this example are for
illustrative purposes only andAAO noé reflect
actual test re;ults. Only the executive summary
has been included in this example. The company

would have submitted the entire report).

-HEALTH AND SAFETY STUDY

EXECUTIVE SUMMARY

AMPLE CONFIDENTIAL

- ad

2

SAMPLE

Identity:

Chemical Substance:
CH,OCHCH,F)]

Summary of Adverse Effects and Possible Risks:

Previous testing has shown that was not

mutagenic to bacteria in the Ames test. 1In
teratogenicity studies involving rats, ‘the compound
is fetotoxic at exposure levels cf 500 ppm., but no

eﬁfects were seen at exposure levels of 50 ppm.
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The following effects have been noted/ i), two
dominant lethal studies using mice. The%'es
were designed to lodk for possible sperm eg;g;;} in
male animals. In the first study, two groups 32?,
male mice were exposed in inhalation chambers for
six hours per day to levels of 100 and 1000 ppm for
five days and a third group was exposed to 2000 ppm )
for two days followed by 500 ppm for three days
{necessary because of the toxic effects of 2000 ppm
on the mice). Each of the mice was mated weekly
with two virgin females for eight-nine weeks to
cover all stages of spermatoéenesis. The number of

sucessful fertilizations was reduced at the 1000

"and 2000 ppm levels, but unaffected the 100 ppm

level when compared with an unexposed control
group. It was not possible to determine whether
the reduction in fertilizations was due to reduced
food intake, to loss of libido, or to a ﬁrue sperm

effect.

The second étudy, while not statistically analyzed,
hasvconfirmed the reduced fertility observed in the
first study and demonstrated a true sperm effect.
The reduced fertility occuredvin‘both exposed
groups (1000 and 250 ppm) and was accompanied by
high cumulative mortality (34% and 27% at the high

and low dosages respectively), reduced testicular
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(B]

weight, a low sperm count, and a sligE§%’2crease in

the percentage of abnormal sperm. Hist al
examination of the testes revealed direct%
effects on the germinal epithelium in which mos
damage occured by weeks two, three and four with
recovery of.tubules and spermatogenesis from week

five onwards.

The present commercial usage ofis as

an intermediate ingredient. 1In contrast to the
levels of exposure in the above animal tests,
normal exposure levels ofmeasured in
our faciiity are less than four ppm and average
less than two ppm personal exposure. We therefore
do not bélieve, on the evidence that we have, that
there will be an effect on the employees from the

very low exposure levels found in the workplace.

Submitted by:

[A]

(A]

{Pinnacle Chemical Company

iagara Falls, N.Y.]

Sincerely yours,

(T. M. I. Babylon

Director

Pinnacle Chemical Compan

Hoboken, N..I1.]
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APPENDIX C

Attached are two sample block diagram; (A,
manufacturing operation; B, processing operation) that
illustrate the type of response that should be provided in
completing Part II, Section A, Subsection 2, of the

Premanufacture Notice Form for ﬁomestic manufacturers. The

.level of detail of an individual submitter's résponse may

vary depending upon the extent to which the information is

"known to or reasonably ascertainable."
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Attaciment 3 PROCESS INFORMATION
TETRABUTILIIN 3ATCE ?RODUCTION

RAW MATERTIALS PROCESSES 5 ?ROLUCTS ELIAST 20INTS
_ [y -
man“ m ‘ 1Y Tm'c_: .
800 xq/3t (ce.C) 100 xg/Mo
- M
1600 Xg/BC 2300 Xg/Be
b 1-3 M
Methylane
Chloride 1500
3200 xg/Bt Rg/B¢
Mh
5000 Xg/Bt
Tributyl~ “ -
alumiaum 0 [ & ” .
900 ZXg/3t x. Tank, Oisc.
] 900 KXa/3eiCol., & Cane.
Cantsifuge,Cp [ 4R ™ 3otesms, and
(Ce.C) ) Claaning Wasts
t9 Landfill
Sedium 4100 Kqg/Bt [200 Xg/Mo
Caloride- M MR -
100 Xg/Bt | 4 .
Distillation -t Oistillatisn
Colum, & 00 & Column Vent
N ‘ g/3L] o Air
. Mh
1000 Xg/3¢
M
==: Y NOT=:
Tatzabutyleia
C? = Closed Procsss Preduce &2 The @ix tank, I3:acsion tank, _
Op = Open 2racass Crxmmaiag and diseillacion column ars
Mh = Mgchanical Transisr Station clsaned oncs 2 Jontk, or
Mo = Manual Transisz . when 3 diflarencs sraducet is
3t = 3acsa Sanufactured. The mIX tank
Yo = ¥onth - is purgsd witk watar wien
% = Clsanizg Overation cleanad. Tte wastswatar :s
than discharged <o sawer.
™he reac:isn tank, san=Tiligs,
apd distillation c2iumn ars
pusged with ametavlens,
chloride, or othar suitable
soLvent depending szon producs
£ be zanulactused. Thase
wagtass aze digeillad oo
rRCcover sol7eat and praducts.
The Sotveoms arze ircomed and
sant =9-a lapnddill.
*EACTION . CZ_ZCL2

4(G3':!2C32:’..2)JAJ. - JSnCl3 « 4NacCl —.4'3&4\1(:1.‘ - J(E-)u‘zz::'sz)‘Stl .

**SIDE ITACTISN:

3 - ﬂ - . ‘ - .
i(ajezezez)s.\; - SnCl;———-]- .-’U.C-j - '.ejzzczzc’..‘)nanc-hn
{(a=1,2,0)
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Attachment B PROCESS INFORMATION

BATCE DYEING PROCESS
USING NUMBER 3 GREEN DYE

RAW MATERIALS PROCESSES & PRODUCTS . RELEASE POINTS

Cot<on | Mn___ ! Desizing |1pq 1p/Be | DeSizing | \
F i Vat,Op 22222/ B% Process
13603 ' Hn Water to
1100 1b/Bt .
' (Ct,0p) sewer
1000 1b/Bt
Mh
Enzyme
2 lb/Bt Mn
4
i 150 lb/Bt|Dyeing
) Mn 3ye.uoxg Mh /3 Process
e —— P e ———
No 3 Green ' at Water to
Dye ‘ - {Ct,0p) sewer
40 1lb/Bt
1100 1lb/3Bt
Mh
Mh
Acetic Acid
150 1lb/Bt . : Y

. Drying
Drying Mﬁ_t— Vapors Vent

Ov_en,Op to Workplace
E'Sodium Hydroxice 1100 1b/Bt
! Sodium Hydrosul-; Mh
I fite Y L Mn
| 50 lb/Bt
I
. Dyed

REY: Cotten NOTE:
Cp = Closed Process gfbﬁfc. Desizing and dyeizg

- | Product | 2122
Op = Cpen Process ‘ vats are clsaned with
Mh = Mechanical Transfer . caustic (10% NaOE!
Mn = Manual Transfer every two days, or
Bt = 3Batch when different fakrics
Ct = Cleaning Operaticn and dyes are used. The

‘caustic wastewater is
discharged to sewer.
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PROPOSED FORM

IMPORTERS

When completed send this form to:

Document Conlro! Officer
Office of Toxic Substances, TS-793

£ United States
\v’ ' Environmental Protection
Agency USEPA.

401 M Street, S.W.

PREMANUFACTURE NOTICE | e e

Date of receipt

The Premanufacture Notice form for importers 1s divided into the
following parts:

Part | = General Information

Part Il = Human Exposure and Environmental Release
Part (it - List of Attachments

Part IV ~ Federal Register Notice

Part V - Optional Data

The optional part (part V) is not included in this package. All
data requested 1n the mandatory parts (parts {, Ui, LI, and 1V}
must be reported to the extent they are known to or reasonably
ascertainable by the submitter. This means that the submitter
is expected to answer all questions to the best of his/her ability,
including making reasonabie estimates in cases where complete
factual information is not available, If the submitter 1s unable
to make a reasonable estimate {i.e,, the data is not known and is
not:lrebalso)nably ascertainable), he/she should enter *"NA'" (not
available).

{n part I, the submitter 1s required to report the specific chemical
identity of the new substance, regardiess ot whether the informa-
tion is claimed as confidential. In accordance with proposed
§720.20(f}, the submitter may authorize another person to report
the specific chemical 1dentity 1n his/her behalf. The notice will
not be valid until the specific chemical identity is received by
EPA.

if the space on the form is not sufficient to adequately answer a
question, the submitter may attach additionat sheets. identify any
continuation by part, sect:on, subsection, and item,

ASSERTING AND SUBSTANTIATING
CLAIMS OF CONFIDENTIALITY

Read Appendix A. Instructions for Asserting and Substantiatin
Claims of Configentiality, for information on how to clam ang
substant:ate confidential business information included in this
form of IR attachments to the form. Claims of confidentiahity
must be made in accordance with sections | and Il of these instryc-
tions. In addition, substantiation of all claims of confidentiality

GENERAL INFORMATION

must be made in accordance with section IV of these instructions.
It you claim sny item in any attachment to this form confidential,
soe SPECIAL INSTRUCTIONS for attachments, Appendix A,
Section Il. Appendix 8 “‘Examples,’’ provides additional guidance
for asserting and substantiating claims of confidentiality.

In accordance with sections | and !l of the confidentiality instruc-
tions, clawms of confidentiality must be made by using the follow-
ing six categories: )

A. IMPORTER'S IDENTITY -

A claim of confidentiality for category A, Importer's identity,
automatically includes items 1 and 2 in part 1, section A.

B. SPECIFIC CHEMICA}L IDENTITY
A claim of confidentiality for category B, Specific Chemical
ldenﬁty.afu(omatically includes items 1, 2, and 3 In pant |,
section

C. IMPORT VOLUME

A claim of confidentiabity for category C, Import Volume auto-
matically inciudes item | in part |, section D. These items
do not need to be individually claimed.

D. USE DATA

A claim of confidentiality for category D, Use Data, automati-"
cally includes item 2 i part |, section D. These' items do not
need to be individually claimed.

E. PROCESS INFORMATION

A claim of confidentiality for category €, Process information,
automatically includes i1tems in part If, section A, subsection
2. These items do not need to be individually claimed.

F. OTHER INFORMATION

No items on the form are sutomatically inciuded in this
category.  Thus ail claims for this category must specify
category F.

| hereby certify to the best of my knowledge and belief, that:

a. The company named in section A, item 1, intends to import
for a commercial purpose the chemical substance for which
this notice is submitted, other than in small guantities for
research and development, and that the substance is not
exciuded from premanufacture notification (40 CFR 720.13);

b. All information entered on this Premanufacture Notice form is
compiete and truthful as of the date of submittal; and

c. | am submitting with this form all test data in my possession
or control concerning effects of the substance on health or
the envitonment and a description of any other data known
to of reasonably ascertainable by me, in accordance with

40 CFR 720.23.

GENERAL CERTIFICATION

| also agree to permit access to, and the copying of records by a
duly authorized representative of the EPA Administrator tn accord-
ance with the Toxic Substances Control Act and any reguiations
issued thereunder, to document any information reported in
this form.

Signature of authorized official

Date

1 hereby certify to the truth and asccuracy of the foliowing
four statements concerning all information which is claimed
confidential,

a.My company has taken measures to protect the confidentiality
of the information, and it will continue to take these measures;

b. The information is not, and has not been, reasonably obtain-
able by other persons (other than governmental bodies) by using
legitimate means (other than discovery based on a showing
of special need in a judicial or quasi-judicial proceeding) with-
out the company's consent;

CONFIDENTIALITY CERTIFICATION

¢. The information is not publicly available elsewhere; and
d. Disclosure of the information claimed confidential would cause
substantial harm to my company’s competitive position.

Signature of authorized official

Date

EPA Form 7710-26 (9-79)
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Part | - GENERAL INFORMATION
Section A — IMPORTER IDENTIFICATION ‘
If you claim importer's identity confidential, mark (X) the box at the right. > D
The answers to items 1 and 2 will' be included in this claim.
1f you ctaim the answers to items 3, 4, 5, or 6 confidential, place the letter(s) A—F in the box which indicates
the basis of your claim and answer the linkage guestions in appendix A, section Ii, for categories A—E. Confiden-
tial code
1. Person Name of authorized official Title
Filing
Notice Organization -
Mailing address (Number and street)
City, State, ZIP coge
Name Title
2. Technical
Contact
Mailing address (Number and street)
City, State, ZIP code jrArea code 7| Number
Telephone [ ]
3. Enter the intended date of commencement of import for commercial purposes. Month Year
If the intended date of commencement of import is more than 3 years
after the date of this notice, submit evidence of intent to import in
accordance with 40 CFR 720.20{h).
Mark this box if you attach evidence.
4. Port of entry — Enter name ———————p
T
S. If you have had a Prenotice Communication (PC) concerning this notice | Mark (X}
and EPA assigned a PC number to this notice, enter PC Number —————— ! it none ——»
6. Do you intend to manufacture, or contract for the manufacture
of the new chemical substance in the United States within 3
years of the intended date of import? 1] Ves 2] No 3] Don't know

CONTINUE WITH SECTION B ON PAGE 3

Page 2
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Section B - CHEMICAL IDENTITY
If you claim Chemical identity confidential, mark (X) the box at the right. = D
The answers to itams 1. 2, and 3 will be included in this claim.
If you claim Chemical Identity confidential, is R
this claim limited to the period prior to manufacture? 1{JYes 2[JNe
If you claim the answer to item 4 confidential, place the letter(s) A~F in the box which indicates
the basis of your claim and answer the linkage questions in appendix A, section Ii, for
categories A-E.

Complete either 1, 2, or 3 as appropriate. Complete 4.

Mark (X) the box at the right if the-chemical identity will Confiden-
'De reported by the foreign manufacturer or supptier, — D tial code
1. Class 1 a. CAS Registry No. (if known)
Chemical
Substance b. Specific chemical name
(other than
polymers)
&. Melecular formula
d. Synonyms
¢. Trademarks
f. Structural diagram
DMark this box if you attach a continuation sheet.
2. Class 2 8. CAS Registry No. (if known)
Chemical
Substance b. Specitic chemical name

¢. Synonyms

€ Trademarks

8. List the immediate precursor substance(s) and reactants with their respective CAS Registry Number(s)
and describe the nature of the reaction. Also provide a partial or incomplete chemical structure diagram
{where appropriate). Indicate the range of composition.

Dllark this box it you attach & continuation sheel.

Page 3
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3. Poiymers

a. (1) Provide the specific chemical names and the CAS Registry Number of those monomers and other reactants used in
the manutacture of the polymer. (2) Mark (X) the identity column if you wish monomers used at two percent (by weight)
or less to be listed as part of the polymer description on the inventory. (3) Provide the intended range of composition
of the polymer in terms of monomer percent (by weight). If your notice 18 for any cppolymer of the listed monomers,
enter “‘any** under Range of Composition. (4} For each monomer, indicate the maximum amount (weight percent) that

may be present as a restdual in the polymer as distributed in commerce.
' ; identi Range of Maximum amount Confiden-
Monomers and CAS Registry No. Mark (}(y) composition (weight percent) tial code
(1) (2) (3) (4) {5)
[ 3
%
. . ~
%
L "
K b. Indicate the minimum average moiecutar weight or the minimum degree of polymerization of the polymeric compositions
LY to which this notice applies.

[ uark this box it you attach & continuation sheet.

4, Impurities )
(a) List each impurity, including CAS Registry Number, which may reasonably be anticipated to be present in the chemical
substance as it witl be imported for commercial purposes. (b) Estimate the maximum percent {by weight) of each impurity.
Base your answer on information developed during R & D activities, your knowiedge of manufacturing process chemistry and
anticipated quality contro! operations. (c) Mark (X) if the concentration of an impurity will be specifically controlied because
of your concern about potential adverse health or environmental effects. (d) Estimate the maximum total percent (by weight)
of the impurities that may be present.

* . Maximum | Mark if to be o
Impurity and CAS Registry number :er:::: sg:nc'f,r;f;léy %o‘t}fuc%%r:
(a) (b) (c)

%

%

%

%

* %

%

%

%

%

4. Total percent —————————eep %

[ JMark this box if you attach a continuation sheet.

Section C - GENERIC NAMES
Complete this section only if Specific Chemical %dentity is claimed confidential,

For instructions on how to develop generic names, see appendix }, 40 CFR 720 (44 FR 2278), Proposed
Premanufacture Notification Requirements and Review Procedures,

1. Enter the
generic name
agreed on b
EgA in Y
Prenotice
Communication
or provide 3
generic names.

Page 4
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Fs.cno.. D - U.S. IMPORT AND MARKETING DATA

>0

tf you claia import Volume confidential, mark (X) the box at the night
The answess o itea | will be inciuded in this claim.
1. Estimate the minimum and maximum annual import volume for the first three years of import. Include in
your estimates import by others with whom you have contracted to import the new chemical substance.
mport {Kg/yr)
i
Import year Mintmum Maxtmum Con jovid
[31] (2) (3)
8. First year
b. Second year
t. Thisg year
2. Category of use .
If you claim Use Data confidential, mark (X) the box at the right, > D
The answers to item 2 will be inciuded in the claim.
2. List the category(ies) of use on which you have based your import estimates. (Example: solvent used in automotive paint.)
List partial information if complete information is not known. (Example: solvent.) Mark (X) the categories of use as industriat,
commercial, or consumer. Estimate the percent of total import volume for the first 3 years devoted to each category of use.
Mark. (X} appropriate cotumn(s}
2 1 Percentage of N
Category of use import volume|  industrial Commercial Consumer ‘t:i:'l'ﬁc‘:lz-
n 2 3 . (8) 5
- %
%
%
D Mark this box If you atlach & continuation sheet.
8. List any other category(ies) of use that you have actively explored
D Marx this box {f you aftach 8 continyation sheet.
€. Do you intend or expect the new chemical substance o be used to .
treat drinking water supplies or to be used in products (e.g., paints .
or coatings) that will come tn contact with drinking water? -1} Yes 2 Ne 3] Don’t know
NOTE ~ If you claim the answers to items 3 or 5 confidential, place the fetter(s) A=F in the box which indicates
the basis of your claim and answer the iinkage questions in appendix A, section (| for categories A-E.
I you cisim any item submitted in an attachment confidential, see SPECIAL INSTRUCTIONS, sppendix A,
section |, part B.

3. Has the chemical substance been manufactured before? - t[JYes 2[)No 8 7] Don’t know

4, Hazard wornings Aftach to this notice a copy or reasonable facsimile of any hazard waming statement, label, labeling,

marking or instructions, technical data sheet, material safety data sheet, and any other information
which will be provided to any person regarding the safe handling, transport, use, disposal, treatment
upon accidental exposure, or the formulation, construction, or |abeling of products containing the

. chemical substance.

D Mark this box if you sttach 8 hazard waming.

5. Enter the number of .customers who have either contracted to : i ‘ .
purchase, submitied 3 purchase order, of made any other ftrm Number of customers Pe'“mﬁ:;m“ ‘l:m:z
commitment to purchase the new chemical substance from you :
for a category of use unknown to you. Estimate the percentage
of your import volume that will be purchased by such
customers during the first 3 years of import. [
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1. Enter the proper DOT shipping name and hazard class of the new chemical substance (if applicable).
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P Section E - TRANSPORT
it you claim the answers to items 1 or (2 confidential, place the tetter(s) (A—F) in the box which indicates the
basis of yous claim and answer the linkage questions in appendix A, section Il for categories A—E.
Confiden-
tiat code

3. Shipping name

b. Hazard class

2. Mark (X) the mode(s) of transport which you believe will be used for the new chemical substance to enter the
U.S. and within the U.S.

a. To enter the United States =

"1 Truek 3 [ Barge, vessel s ] Plane
2 Raiicar ' 4[] Pipeline 6 ] Other — Specity
b. Within the United States -
1] Truck 3[] Barge, vessel 5[] Piane
2{"] Railcar 4[] Pipeline s[; Other — Specify

Section F ~ RISK "ASSESSMENT

If you claim any item submitted in an attachment confidential, see SPECIAL INSTRUCTIONS, appendix A,
section i, part B,

iIf you have evaluated the heaith or environmental risks which may be presented by the manufacture processing
distribution in commerce, use, or disposal of the new chemical substance attach your evailuation,

[0 Mark this box if you sttach a risk assessment,

Section G - DETECTION METHODS

I you claim the answers to item 1 confidential, place the letter(s) A=F in the box which indicates the basis of
your ctaim and answer the linkage guestions in appendix A, section il, 1or categories A=E,

Confiden-
1. Is an analyticai method avaiiable to identify and quantify the presence of the new chemical substance = tial code
Identify . Quantity
8. In workplace air? €. in workplace aif?
1[0 Yes 2N 3{7) Don’t know 1] Yes 2[JNo 3] Don't know
b. In effluent streams? f. in effivent streams?
1] Yes 2[JNo 3] Don't know 1] Yes 2[0No 3 7] Don't know
. in materiais requiring disposal? 8. In materials requiring disposal?
1 Yes -2 No - 3 ] Don’t know s[Cves . 2No 3 JDon'tknow . -
d. In end products for which the new h. In end products for which the new
substance 1$ an intermediate? substance is an intermediate? .
1] Yes 2 No 3 (7] Don't know 1] Yes 2[JNo 3 [ Don’t know
Page 6
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Part Il - HUMAN EXPOSURE AND ENVIRONMENTAL RELEASE

Section A — U.S. INDUSTRIAL SITES CONTROLLED 8Y THE SUBMITTER

If you claim Process Information confidential, mark (X) the box at the right.
The answer to subsection 2 will be included in this claim.

&
>

the basis of your claim and answer the linkage auestmns in appendix A, section I, for categories A-E.
answers to items 3.3, 4.3, or 4.4 in subsections 3 or 4, ot any items submuted in an attachment confiden!

INSTRUCTIONS, appendlx A, section i1, part B,
Compiete a separate subsection | and subsection 2 sheet for each site where you will process or use the
new chemical substance.

P Subsection 1 — PROCESS INFORMATION

If you claim the answers to items in subsections 1, 3, or 4 confidential, enter the letter(s} A~F in the box which indicates

O

if you claim the
tial, see SPECIAL

Confiden-
tial code

1.1 Identity  Name -

of site
Physical location address (Number and street)

]

City, County, State, ZIP coce

1.2 Type of site 1{"] Processing 2 JUse 3{T] Continuous 4[] Batch

1.3 Hours of operation s Days per year

Hours per day

4

or used

1.4 Amount processed
Minimum Kg,'yr, Maximum Kg/yr,

» Subsection 2 — BLOCK DIAGRAM
2.1 Provide a block diagram identifying the major unit operations and chemical conversions. Also include:

the operation is open or closed to the workplace environment.
€. identify those points in the block diagram from which there will be releases of the new chemiffal substance or
byproduct materials into the air, iand, or water environment,:

(3 marx this box 11 you attach a continuation sheet.

a. For each chemical conversion in the block diagram identify the major chemical reactions and the major side feactions.

b, Provide the approximate mass of all feed materials, byproduct materials, and products which are entering and leaving
each major unit operation and chemical conversion. Indicate the method of transfer of these materials and whether
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P Subsection 3 — OCCUPATIONAL EXPOSURE -

Complete a separate subsection 3 for each site at which you will process, use, or dispose of the new chemical

substarce, Indicate the anticipated route(s) of exposure to the new chemical substance (e.g., inhalation, ingestion,
dermal), the number of empioyees anticipated to be exposed by each route, and the maximum duration of such exposure,
(in days per year and hours per day). In the table below, mark (X) A-Average or P—Peak for the concentration levels
that are expected to be present in the immediate vicinity of the process equipment. Base your answer on maximum annual
processing, or use during the first 3 years of import under normal operating conditions with atl engineering safeguards

in place.

Confiden-
tial code

3J 1gentity  Name
of site

Physical location address (Number and street)

City, County, State, ZIP code

3.2 Occupational Exposure at Industrial Site

Concentration
i Maximum (5)
Activity Exposure T‘?n'ﬂ:'rm duration Mark (X) apprepriate column
route(s) exposed Unit of A - Average P - Peak
4) “measure 0-1 | 1-10 {10-100 ) > 100
(hH 2 3 [#r.day TDays/yr. afpriafeialelale
1 [ ppm
a. Processing ! 2O mg/md
[} 1[Jppm
b, Use : 2[Jmg/m?
H tJopm
¢. Disposal t 2[Jmg/m?

AL a0n

e e > e e g

3.3 Describe those eperations in which workers will be directly exposed to the new chemical substance, -

{0 marx this box if you attach a continuation sheet.

3.4 Mark (X) as many of the physical states of the chemical substance to which workers may be exposed in the workplace,
+ ] Solid 3 [J Aerosol s (T Mist 7[J Dust 9 [[] Other ~ Specityy
2[]Gas 4[] Powder 6 [ Fuime 8 [T} Liquid

Confiden-
tial code

S pmEA T 4

Page 8
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® Subsection 4 ~ ENVIRONMENTAL RELEASE AND DISPDSAL
Complete a separate subsection 4 for each site where you intend to process, use or dispose of
the new chemical sybstance.

Confiden-
lial code

4.1 1centiyy | Name

of site

Physica!l focation address (Number and street)

City, County, State, ZIP code

4.2 Indicate the duration of release into the air and water environment and the annual amount of new chemical substance
released to the air, water, and iand. Mark (X} the disposition of the water discharge and estimate the effiuent flow rate
from the site. Enter the name of the POTW or receiving water body. Base your answer on maximum annual production
during the first 3 years of manufacture under normal operating conditions.

Duration of refease

Amount of new chemical substance released (Kg/yr.)

Media Hrs./day | Days/yr. m';:s:o 10-100 11%%3 13?833 Mtlaae'otét; "
{1) {2) (3 (4) (S) {6) {7) (8)

a. Air
b. Land
€. Water

1 [ POTW (Publicly Owned Treatment Works)

2 [T Navigable waterway Enter "mi

3 ) Other -

T

d. Effluent stream flow rate > ! Gallons per day

D Mark this box if you attach a continuation sheet,

4.3 For each release point indicated in the block diagram, characterize the composition of the reiease materials.

[ mark tnis box it you attach a continuation sheet.

4.4 Describe pollution control equipment and disposal operations (e. g., scrubber, baghouse, landfill, incinerator,
activated studge, carbon absorption, etc.) used to treat individuai or combmed releases lndlcated in the
btock diagram(s) of processing and use operations.

Page 9
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’ Section B — U.S. INDUSTRIAL SITES CONTROLLED BY OTHERS . o

Complete this section using your own forecasts, any information already obtained from other persons who may process,
use, or dispose of, the new chemical sybstance or any other information that 1s reasonably ascertainable, Complete a
separate subsection 1 and subsection 2 for each site where you expect other persons to process, use, or dispose of
the new chemical substance.

if you claim the answers to the items in subsections 1, 3, or 4 confidential, enter the letter(s) A~F in the box which
indicates the basis of your claim and answer the linkage guestions in appendix A, section H, for categories A-E.

b g

T

ey

in appendix A, section i, part B,

P> Subsection 1 = PROCESS INFORMATION

' if you claim the answers 10 items in subsection 2, or item 3.3 in subsection 3 confidential, see SPECIAL INSTRUCTIONS

Confiden-
tial code

11 identity  Name
of site '

{Optionat) - -
Physical tocation address (Number and street)

City, State, ZIP code 2

County

P Subsection 2 —~ PROCESS DESCRIPTION

[ werk this box if you attach & continuation sheet.

Briefly describe processing or use operations conducted by others.

Page 10
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P> Subsection 3 — OCCUPATIONAL EXPOSURE

(1n days per year and hours per day).

with all engineering safeguards n place.

Complete a separate subsection 3 for each industrial site where you expect other persons to process, use, of dispose of
the new chemical substance. Indicate the antictpated routes of exposure to the substance (e.g., inhalation, ingestion,
dermal), the number of employees anticipated to be exposed by each route. and the maximum duration of such exposure
In the table below, mark (X) A-Average or P-Peak for the concentration leveis
that are expected to be present in the immediate vicinity of the process equipment. Base your answer on the maximum
amount anticipated to be processed, used, or disposed of during the first 3 years of operation under normal conditions Confiden-

tial code

3.1 Kentity Name
- of site
(optional)

Physical location agdress (Number and street)

City, State. ZIP code

County

3.2 Occupational Exposure at Industrial Site

Concentration
Maximum Maximum (5
Activity - Exposure number duration erk AX) appmpnns column
route(s) exposed Unit of verage - Peak
’ 4 measwre | 0-1 § 1-10 | 10-100] > 100
m ¥)] (3)  |Hrs./day | Days Ar. AlpPlajrla|PialrP
i
, T e
a. Processing ' 2] mg/m3
f 1] ppm
b use |0
: 1 epm
¢. Disposal ' 2[Jmg/m3

3.3 Describe those activities in which workers will be directly exposad to the new chemical substance.

O3 warx this box if you attach a continuation sheet.

3.4 Mark (X) as many of the physical states of the new chemical substance to which workers may be exposed in the workplace. Confiden-
1 () Sk 3 [ Aerosol s [ Mist 7] Dust 9 [] Other — Spectfy, tial code
2 Gas 4[] Powder &[] Fume &[] Liquid

© Page 11
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P Subsection 4 — ENVIRONMENTAL RELEASE AND DISPOSAL

Complete a separate subsection 4 for each site where other persons intend to process, use, or dispose of

the new chemical substance,
) Confiden-

tial code
Name
4.1 Identity
of site '

(Optional)  Bocical Tocation adoress (Number and street)

City, State, ZIP code

County

N

4.2 Indicate the duration of release into the air and water-environment and the annuai amount of new chemical substance

released to the air, water, and land. Mark (X) the disposition of the water discharge and estimgle the effliuent flow rate
from the site. Enter the name of the POTW or receiving water body. Base your answer on maximum annusl production
during the first 3 years of manufacture under normal operating conditions.

' Duration of release Amount of new chemical substance released (Kg/yr.)
Media Hrs./day | Days/yr. Lessu;han ig; 11%%; 118%%3 M‘l’:og‘;“
(1} (2) (3) (4) (5) (6) 7) (8)
a. Air
b. Land
c: Water s

1 JPOTW (Publicly Owned Treatment Works)
2 ] Navigable waterway Enter name‘
3{T] Other

Gallons per day

v

d. Effluent stream flow rate

R

4.3 (1) List any byproduct materials containing the new chemical substance that are generated during processing and use

operations and which are disposed of (e.g., landfill, incineration, or other physical /chemical treatment). Water effluent
and air emission streams should not be histed here, Estimates of release of the new chemical substance contatned in
such streams are required to be reported in item 4.2, (2) Indicate the method of disposal. (3) Estimate the amount of
each material generated (Kg.Kg of the new chemical substance), and (4) estimate the percent (by weight) of the new
chemical substance. :

8

. " ' Percent of
Material Anticipated method Amount -
requiting disposal of disposal (Kg/Kg) n::b?t::::lecal
(1 (2) {3) 4

Confiden-
tial code

[ mark this box it you sttach a continuation sheet.
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Section C - U.S. CONSUMER AND COMMERCIAL USER EXPOSURE
Complete this section for all consumer and commercial categories of use which invoive use of a product that
intentionally contains the new chemical substance. Provide the information based on your own forecasts,
information already obtained from other persons, of any other information that is reasonably ncerqmable.
If you claim the answers to item 1 confidential, enter letter(s) A—F in the box which indicates the basis of
your claim and answer the linkage questions in appendix A, section II, for categories A-E.
If you claim the answers to items 2, 3, or 4 confidential, see SPECIAL INSTRUCTIONS, appendix A,
section |1, part B.

1. Comptete the table below. For each consumer and commercial use category reported in section D, item 2, mark (X) if the
product will be manufactured by the submitter or by other persons. Indicate the maximum number of consumers or commerciat
users expected tg be exposed, the expected routes of human exposure and the frequency of exposure,

Category of use from Use category m"‘g;‘i‘"’“ Maximum Frequency of exposure
part 1, section O (2) 3 Exposure route(s) mmba:' (6) .
expose Confiden-
{1 Consumer {CommerciallSubmitter| Other (L)) (5) Daily | Weekly | Monthiy| Yearly | tial code

2. Attach any estimates that have been developed of potential exposure levels for each category of use.

D Mark this box il you attach any estimates.

3. For each product containing the new chemical substance, explain any aspect of its construction or formulation which
you believe will limit the potential for exposure 10 the new chemical substance. For mixtures, indicate the maximum
percent by weight of the chemical substance in the product. .

O Mack this box it you attach a continuation sheet.

4. identify any byproducts which are formed as a result of each category of use described in this section.

[ Mark this box if you attach a continuation shee.

Page 13




Federal Register / Vol. 44, No. 201 | Tuesday. October 16, 1979 / Proposed Rules

59865

Part |1l — LIST OF ATTACHMENTS

Under section 5{d)(11(B) and (C) of TSCA and 40 CFR 720.23, an importer must submit all test data in his ‘her
possession and control, and a description of any other data that ate known to or reasonabdly ascertainable by
him/her concerning the effect of manufacture, processing, distribution in commerce, use, or disposal of the new
chemical substance on health or the environment. The regulations specify which data must be submitted

with the notice and which data may be referenced by literature citations. Using the categories provided,
identify (1) attachments containing test data, descriptions of data, or literature citations in accordance with
720.23: (2) other attachments required to be submitted with this notice; (3) confidentiality substantiations
and (4) attachments which contain information voluntarily submitted. All attachments should be clearly
identified and numbered.

To assert and substantiate a claim of confidentiality for any information included in the following
attachments, follow the instructions in Appendix A, section Il, part B. Note - Special directions for
test data or other ‘‘Health and Safety'' studies included in section W, part C.

The instructions provide that you must also submit a ‘‘sanitized’’ copy of the attachment with all information
that you are claiming confidential deleted. EPA will place this copy in the pubtic docket.

Attachment name

Attachment number

a. Physical
and
chemicat
properties
data

b. Health and
environmental
effects data

B e pEREEpERy Ry IS PRV S R

€. Notice
attachments

Section/Subsection

item

JEHE UUNDINE PSSO SRR B

d. Confiden-
tiality
attachments

e, Voluntary
attachments

[ORDEGIRY NI N S

SN IVUPRDN RO ISR SR ERUEN UV AU R AN N

A B B Il o L yueny UpSRpSUIE SNppeu (NEpEIpI SPEIpEEpS DENENDINY WP R

D Mark this box il you attach a continuation sheet.
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Part IV -~ FEDERAL REGISTER NOTICE

Informarion provided in this part will be published in the Federal Register in accordonce with section 5(d) (2)
of TSCA. Do not enter any informotion in this part for which you hovy asserted a claim of confidentiolity.

Section A -~ CHEMICAL IDENTITY

Enter the specific chemical name of the substance If it is aot claimed confidential. 1If the chemical identity is claimed
confidential, enter the name agreed to by EPA in Prenotice Communication or EPA will anter one of the three proposed
generic names in part {, saction C,

Section B ~ IMPORTER IDENTIFICATION

Enter the fegal titte of the organization filing this notice if it is not claimed confidential. 1f the legal title of the organization 1s
ciaimed confidential, provide a description of the organization in accordance with section i1, Appendix A, Instructions for Asserting

and Substantiating Claims of Confidentiality.

Section C - USE DATA )

1. If use data were not claimed confidential in section D, list the category(ies) of use that you reported in section D, item 2a.
Mark (X) if the use category{ies) is site limited, industrial, commercial, or consumer.

Mark (X ) appropriate box

Category of use Site limited industrial Commercial Consumer
) (2) (3) @) ™

2.1f use data were ciaimed confidential, provide a descrlgtion of the category of use(s) of the chemical substance in accordance with
section i, Appendix A, Instructions for Asserting and Substantiating Confidentiality. This description should be as specific as
possible without revealing confidential information,

Section D - TEST DATA

List all test data concerning health and environmental efects of the manufacture, Processing, distribution in commerce, use. or disposal of
the new chemical substance that are being submitted, described, or cited as part of this notice. Provide a brief abstract of all test data on
the new chemical substance that are submitted in accordance with 720.23(a) and 720.20(!). it physical-chemical properties are claimed con-
fidential, provide a generic description of these properties in accordance with section Hl, Appendix A, Instructions for Asserting and
Substantiating Claims of Confidentiality. '

D Mark this box if you attach a continuation sheet.
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5 When completed send this form to:
SEPA e e
’ ’ 51 M Street, S.W.
~ PREMANUFACTURE NOTICE BRI -

EXPORTERS

Date of receipt

. GENERAL INFORMATION

The Premanufacture Notice form for exporters ss divided into the
following parts:

Partt - Generai informaton

Part il = Human Exposure and Environmental Release
Part (1 — List of ARachments

Part |V ~ Federal Register Notice

Part V - Optional Data .

The optional part (part V) is not included in this package. Al
data requested tn the mandatéry parts (parts {, (i, Iil, and 1V)
must be repostad to the extent they ate known to or reasonably
ascertainadble by the submitter, Ths means that the submitter
15 expected to answer all questions to the best of his/her ability,
including malung reaspnable estimates in cases where compiete
tactual information is not svarlable, |f the submitter is unable
to make a reasonadble esumate (i.e., the data 1s not known and 1s
not ]re:]s«;mauly ascertainable), he/she should enter "“NA’ (not
avasladble).

in part |, the submitter is required to report the specific chemical
identity of the new substance, regardiess of whether the winforma-
tion s clatmed as confidential, In accordance with proposed
§720.20T), the submitier ay authorize another person to report
the specific chemical identity 1n his/her behalf. The notice wiil
not be valid until the specific chemicat identity is received by

. EPAL

if the space on the form s not sufficient o adeguately snswer a
guestion, the submitter may attach additionat sheets. |dentify any
continuation by part, seclion, subsection, and item,

ASSERTIRG AND SUBSTANTIATING
CLAIMS OF CONFIDENTIALITY

Read Appendgix A. Instructions for Asserting and Substantiatin
Ciatms of Confidentiality, for information on how to claim an§
substantate confidential business information included in this
form or 1n attachments o the torm, Claims of confidentiality
must be made ia accordance with sections | and {1 of these instroc-
tions. In addition, substantiation of all claims of confidentiatity

must be made in accordance with section 1V of these instructions.
If you claim-any item in any attachment to this form confidential,
see SPECIAL INSTRUCTIONS for attachments, Appendix A,
Section 11. Appendix 8 “‘Exampies,’’ prownides additional pindance
for asserting and substantiating claims of confidemtiatity.

In accordance with sections t and I of the confidentiality instruc-
tions, claims of confidentiality must be made by using the foilow-
ing six categories:

A, MANUFACTURER'S IDENTITY
A claim of confidenliality for Category A, Manufactwrer’s
mw,Aamouamlly includes items §, 2, and 3 in part],
section A,

8. SPECIFIC CHEMICAL 1DENTITY

A claim of confidentiality for category B, Specific Chemcal
Identity, automatically includes 1tems 1, 2, and 3 in part |,
section B,

€. PRODUCTION VOLUME

A ctzim of confidentiality for category C, Production Voiume
automatically includes item | in part |, section O. These
items do not need to be individually claimed.

D. USE DATA

While use data itself is not requiced in the exporter’s form,
2 mamsfacturer may claim information on the form confuwlential
because it reveals confidential use data.

E. PROCESS INFORMATION

A ciaim of confidentiality for category £, Process Information,
automatically includes items in part 1), section A, subsection
2. These items do not need to be individually claimed.

F. OTHER INFORMATION *

No items on the form are automaticaily included in this
category, Thus all claims for ths category must specify
category F. ’

GENERAL CERTIFICATION

| heredy certify to the best of my knowledge and belief, that:

a. The company named in section A, (tem {, intends to manufac-
ture, solely for export, the chemical substance for which
this notice is submitted, other than in small quantities for
research and development, and that the substance is not
excluded from premanufacture notification (40 CFR 720.13);

b. Ali information enteied on this Premanufacture Notice form is
compiete and truthful as of the gate of submittal; and

c. | am submitting with this form all test data in my possession
or control concerning effects of the substance on heaith or
the environment and a description of any other data known
to o reasonably ascertainable by me, in accordance with
40 CFR 720.23. °

| also agree to permit access to, and the copying of records by a
duly authorized representative of the EPA Administrator in accord-
ance with the Toxic Substances Contro! Act and any regutations
issued th der, to d t any information reported in
this form,

Signature of authorized official

Date

CONFIDENTIALITY CERTIFICATION

{ hereby certify to the truth and accuracy of the fotiowing
fowr statements concermng all information which is ‘claimed
contigential,

2. My company has taken measures to protect the confidentiality
of the information, and it will continue to take these measures;

. The information is not, and has not been, reasonably obtain-
able by other persons (other than governmental bodies) by using
legitimate means (other than discovery based on a showing
of special need in a judicial o quasi-judicial proceeding) with-
out the company's consent;

¢. The information is not publicly avaifable eisewhere; and
d. Disclosure of the information claimed confidential would cause
substantial harm to my company’s competitive position.

Signature of authorized officiat

Date

EPA Form 7710-27 (9-79)
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Part | - GENERAL INFORMATION

Section A - MANUFACTURER IDENTIFICATION

If you claim Manufacturer’s identity confidential, mark (X) the box at the right. —_—) D

The answers to items 1, 2, and 3 will be included in this claim.

If you claim the answers to items 4 or § confidential, piace the letter(s) A—F in the box which indicates

the basis of your claim and answer the {inkage questions in appendix A, section IL for categories A-E. Confiden-
. tial code
1. Person Name of authorized official Title
Filing .
Notice Organization
Mailing address (Number and street)
City, State, ZIP code
N, Title
2. Technical ame
Contact
Mailing address (Number and street)
City, State, ZIP code - . yArea code | Number
Telephone : ]
i
3. Parent Name ’ -
Company

Mailing address (Number and street)

City, State, ZIP code

4. Enter the intended date of commencement of manufacture for export,

If the intended date of commencement of manufacture is more than
3 years after the date of this notice, submit evidence of intent to
manufacture in accordance with 40 CFR 720.20(h).

D Mark this box il you attach evidence.

Month

Year

5. If you have had a Prenotice Communication (PC) concerning this notice
and EPA assigned a PC number to this notice, enter PC Number —————3p

R
[}
[}
1

Mark (X)
it none

I

CONTINUE WITH SECTION B ON PAGE 3
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Section B - CHEMICAL IDENTITY )
If you claim Chemical identity confidential, mark {X) the box at the right. —d D
The answers to items 1, 2, and 3 will be included in this claim.
tf you claim Chemical identity confidential, is
this cisim limited Lo the period prios to magutacture? 1O Yes 2(INo
tf you claim the answer to item 4 confidential, place the lettar(s) A—F in the box which indicates
the basis of your claim and answer the linkage questions in appendix A, section Il, for
categories A~E.

Complete either 1, 2, or 3 as appropriate. Compiete 4.

Confiden-
tial code

8. CAS Registry No, (il known)

1. Class |
Chemical
Substance b. Specific chemical name
(other thaa ;
potymers)
" €. Molecular formuta .
d. Synonyms
¢. Trademarks
f. Structural diagram ,
Duam this box il you attach a continuation sheel.
2. Class 2 8. CAS Registry No. (if known)
Chemical
Substance b. Specific chemical name

€. Synonyms

4 Trademarks

a. List the immediate precursor substance(s) and reactants with their respective CAS Registry Number(s)
and describe the nature of the reaction. Also provide a partial or incomplete chemical structure diagram
{where appropriate). indicate the range of composition.

Dum this box if you attach a continuation sheet.
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3. Polymers

a. (1) Provide the specific chemical names and the CAS Registry Number of those-monomers and other reactants used in
the manufacture of the polymer. (2) Mark (X) the identity column if you wish monomers used at two percent (by weight)
or less to be listed as part of the polymer description on the inventury, (3) Provide the intended range of composition
of the polymer in terms of monomer percent (by weight). If your notice is for any copolymer of the lislad monomers,
enter *“any’' under Range of Composition. (4) For each monomer, indicate the maximum amount {weight percent) that

o may be present as a residual in the polymer as distributed in commerce.

% " Identity Range of Maximum amount Contfiden-
: Monomers and CAS Registry No. Mark (X) composition {(weight percent) tial code
m (2) (3 ) (]

[ ]

%

. %

%

b. Indicate the minimum average molecular weight or the minimum degree of polymerization of the polymeric compositions
to which this notice appilies.

D mark this box it you attach a continuation sheet.

4. Impuwrities
(3) List each impurity, including CAS Registry Number, which may reasonably be anticipated to be present in the chemical
substance as it will be manufactured for commercial purposes. (b) Estimate the maximum percent (by weight) of each impurity.
Base your answer on information developed during R & D activities, your knowledge of manufacturing process chemistry and
anticipated quality control operations. (c) Mark (X) if the concentration of an impurity will be specifically controlled because
of your concern about potential adverse health or environmental effects. (d) Estimate the maximum total percent (by weight)
of the impurities that may be present. -

Maximum | Mark if to de
Impurity and CAS Registry number percent specitically |} Confiden.
present controlled tial code
(a) (b) {€)
%
%
%
%
%
%
’ %
%
%
d. Total percent ————————empp %

[ JMarx tnis box if you attach & continuation sheet.

Section C = GENERIC NAMES
Complete this section only if Specific Chemical Identity is claimed confidential.

For instructions on how to develop generic names, see appendix 11, 40 CFR 720 (44 FR 2278), Proposed
Premanufacture Notification Requirements and Review Procedures.

1. Enter the
generic name - : i

agreed on b
EgA in Y
Prenotice

Communication -
or provide 3
generic names,
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’ Section D — PRODUCTION AND MARKETING DATA D

It you claim Production Volume confidentiat, mark (X) the box at the right.
The answers 10 item 1 will be included in this claim,

If you claim the answers to items 2 or 3 confidential, place the letter(s) A~F in the box which indicates
the basis of your claim and answer the linkage questions in appendix A, section Il for categories A-E.

If you claim any item submitted in an attachment confidential, see SPECIAL INSTRUCTIONS, appendix A,
section I, part B.

1. Estimate the minimum and maximum annua! production volume for the first three years of production. Include in your estimates
production by others with whom you have contracted to manufacture the new chemical substance.

i’mductnon (Kg/yn)
Production year

Minimum Maximum
m ' L@ () I

Confiden
tial code

8. First year'

b. Second year

¢. Third year -

2. Reentry into the United States

Will the new chemical substance reenter the United States within the first 3 ye'qrs of production —

a. ln bulk form? 1] Yes N

2" No
3] Don’t know

b. As part of a mixture? 1] Yes.

2[]No
3(T]Don’t know

. As part of an article? 1] Yes

2(No
3] Don’t know

3. Has the chemicat substance been manufactured before?

1] Yes
2T No

3{T] Don't know

4. Hazard warnings Attach to this notice a copy or reasonabie facsimile of any hazard waming statement, label, iabeling,
* marking or instructions, technical data sheet, materia! safety data sheet, and any other information
which will be provided to any person regarding the safe handling, transport. use, disposal, treatment
upon accidental exposure, of the formulation, construction, or labeling of products containing the
chemical substance,

D Mark this box il you attach a hazard warning.

CONTINUE WITH SECTION E ON PAGE 6
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FSecnon E - TRANSPORT

1t you clamm the answers to items 1 or 2 confidential, place the letter(s) (A—~F) in the box which indicates the
basis of your claim and answer the linkage questions in appendix A, section Il for categories A-E.

1. Enter the proper DOT stipping name and hazard class of the new chemical substance (it applicabdle). - f::f:;::
a. Shipping name
b. Hazard class
2. Mark (X) the mode(s) of transport which you believe will be used for the new chemical substance —
a. Within the United States
1 [ Truck 3] Barge, vessel s ] Ptane
2 [JRailcar 4[] Pipeline " ¢ [] Other ~ Specity
b. From U.S. port of exit to destination
v Truck 3"} Barge, vessel s{_]Plane
2{ ) Railear 4"} Pipeline 6} Other — Specity
Section F - RISK ASSESSMENT
If you claim any item submitted in an attachment confidential, see SPECIAL INSTRUCTIONS, appendix A,
section |, part B.
If you have evaluated the health or environmental risks which may be presented by the manufacture, processing
distribution in commerce, use, or disposai of the new chemical substance attach your evaluation.
[ mark this box it you atiach a risk assessment.
Section G - DETECTION METHODS
If you claim the answers to item 1 confidential, place the letter(s) A—F in the box which indicates the basis of
your ciaim and answer the tinkage questions in appendix A, section N, for categories A—E.
. Confiden-
1.1s an analytical method available to identify and quantify the presence of the new chemical substance - tial code
identity Quantify
a. In workplace air? €. ln workplace air?
1] Yes 2[No 3] Don‘t know 1] Yes 2 No 3] Don't know
b. In effiuent streams? {. In effiuent streams?
1] Yes 2 No 3 [T} Don’t know +{7] Yes 2[JNo 3 ] Don’t know
€. In matenials requiring disposal? £- In materials requiring disposal?
1] Yes. 2JNo 3] Don’t know 1] Yes 2ONe 3 [T} Don't know
d. In end products for which the new h. In end products for which the new
substance 1s an intermediate? substance is an intermediate?
1 Yes 2 No 3 (] Don’t know 1] Yes 2 No 3 [] Don't know

Page 6
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Part I - HUMAN EXPOSURE AND ENVIRONMENTAL RELEASE
Section A ~ INDUSTRIAL SITES CONTROLLED BY THE SUBMITTER
if you claim Process Information confidential, mark (X) the box at the right. > D
The answer to subsection 2 will be included in this claim.
If you ciaim the answers to items in subsections 1, 3, or 4 cunfidential, enter the letter(s) A~F in the box which indicates
the basis of your claim and answer the hinkage questions in appendix A, section Il for categories A~E. [f you claim the
answers to items 3.3, 4.3, or 4.4 in subsections 3 or 4, or any items submitted in-an attachment confidential, see SPECIAL
INSTRUCTIONS, appendix A, section I, part B.
Complete a separate subsection 1 and subsection 2 sheet for each site where you witl manufacture or process the
new chemical substance. -
P Subsection 1 — PROCESS INFORMATION Contiven-1
1d1dentity  Name '
of site
-2 Physical location address (Number and street)
3 City, County, State, ZIP code
g
z 1.2 Type of site -+ 1 [ Manufacturing 2{} Processing "~ 3] Continuous a[” ] Batch
1.3 Hours of operation ~———————p Days per year Hours per day
;: 1.4 Amount manufactured . N
or processed —) © Minimthn Kg/yr, Maximum Kg/yr.
P Subsaction 2 — BLOCK DIAGRAM .
3 2.1 Provide a block diagram identifying the major unit operations and chemical conversions. Also include:
a. For each chemical conversion in the block diagram identify the major chemical reactions and the major side reactions.
. . b. Provide the approximate mass of all feed materials, byproduct materials, and products which are entering and leaving .
N each major unit operation and chemical conversion, Indicate the method of transfer of these materials and whether .
;F the operation 1s open or closed to the workplace environment. .
g ¢. ldentify those points in the block diagram from which there will be releases of the new chemical substance or
byproduct materiais into the air, land, or water environment.
4 ~
i
i
i _
i
i
|
|
(3 wark this box 1t you ettach & continuation sheet,
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P Subsection 3 = OCCUPATIONAL EXPOSURE

Complete a separate subsection 3 for each site at which you will manufacture, process, or dispose of the
new chemical substance. Indicate the anticipated route(s) of exposure to the new chemical substance
{e.g., irhatation, ingestion, dermal}, the number of employees anticipated to be exposed by each route and
the maximum duration of such exposure {in days per year and hours per day). In the table below, mark (X)
A-Average or P—Peak for the concentration levels that are expected to be present in the immediate vicinity
of the process equipment. Base your answer on maximum ar.nual production or processing during the first
3 years of manufacture under normal operating conditions with all engineering safeguards in place. Confiden-
. tial code

31 identity  Name
of site

Physical location address (Number and street)

City, County, State, ZIP code

3.2 Occupational Exposure at industrial Site

: Concentration
Maximum Maximum )
Activity Erﬁ:g)’ aumber ducation Wark (X} approprisle 6od
sxposed Unit of A = Average P - Peak
(] “measure | 0~1 | 1-to [10-100{ > 100
[13] (2) 3) Hr./day | Days/yr. AlP|A|PlA|P|A}P
Manyufactu 1 Llpem 3
8. Manufac
re 1 2 mg/m
] 1 Jepm
b. Processing H 2] mg/m?
) i 1 oem
¢. Disposal : : 2 mg/m3

3.3 Describe those operations in which workers will be directly exposed to the new chemical substance,

(0 mark this box If you attach & continuation shest.

3.4 Mark (X) as many of the physical states of the chemical substance to which workers may be exposed in the workplace. . Confiden-
; , tial code
1] Solid 3 ] Aerosol s (] Mist 7 [J Dust 9 7] Other = Specify,
2 Gas 4[] Powder 6] Fume e [ Liquid -
3.5 For each site of manufacture, list any other substances (e.g., byproducts, co-products, feedstocks and intsrmediates)
associated with the !runufacmre of the new chemical substance that may reasonably be anticipated to be present in the
workplace and to which workers may be exposed. Provide the CAS Registry Number.
Substance CAS Registry Number’ Confiden-
[¢9] (2 tial code

\

3 mark this box it you artach & continuation sheet.
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® Subsection ¢ - ENVIRONMENTAL RELEASE AND DISPOSAL
Confiden-

Comptete a separate subsection 4 for each site where you intead to manufacture, process, of d«spose of o gen
the new chemical substance.
41 1dentity  Name
of stte .
Physical location address (Numoer and street) .

City, County, State, ZIP code

B s T

.2 Indicate the duration of release into the air and water environment and the annual amount of new chemical substance N
released to the air, water, and land. Mark (X) the disposttion of the water discharge and estimate the effluent flow rate
from the site, Enter the name of the POTW or receiviag water body. Base your answer on maximum annual production

during the first 3 years of manufacture under normal operating conditions.

Duration of release Amount of new chemical substance released (Kg/yr.)
Medi Less 100- 1000— { More than
* Hrs./day .| Days/vi. | mangp | 10100 1 ‘yoon | 10000 { 10,000
(1) . (2) (3) (4) (5 (6) (1)) (8) t
8. Air - ‘ ’
b. Land

. Water ’ J

t [ POTW (Publicty Owned Treatment Works)

2 [T} Navigable waterway Enter "m¢
3] Other
—
d. Effiuent stream fiow rate ! Galions per day

4.3 For each release point indicated in the block diagram, characterize the composition of the release materials.

[ wmark tris box it you attach a continuation sheet.

4.4 Describe poliution control equipment and disposal opetations (e.g., Scrubber, baghouse, landtili, incinerator,
activated studge, carbon absorption, etc.) used to treat individual or combined releases lndlcated n the

biock diagram(s) of manufacturing and processing operations.

[3 mark tnis box it you attach & continuation sheet.
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_

rSec!ion B - INDUSTRIAL SITES CONTROLLED BY OTHERS

Complete this section using your own forecasts, any information already obtained from other persons who may
manufacture (under contract) or dispose of the new chemical substance, or any other information that is reason-

ably ascertainable. Complete a separate subsection | and subsection 2 for each site where you expect other
persons to manufacture (under contract), or dispose of the new chemical substance.

If you claim the answers to the items in subsections 1, 3, of 4 confidential, enter the letter(s) A~F in the box which
indicates the basis of your claim and answer the linkage questions in appendix A, section I, for categories A~E.

in appendix A, section I, part B.

P Sudssction 1 ~ PROCESS INFORMATION

If you claim the answers to items in subsection 2, or item 3.3 in subsection 3 confidential, see SPECIAL INSTRUCTIONS

Confiden-
tial code

11 identity  Name
of site .

Physical location address (Number and street)

City, State, ZIP code

County

P Subsection 2 = PROCESS DESCRIPTION
Briefly describe manufacturing operations conducted by others.

[0 wmark thts box if you attach & continuation sheet.
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®» Subsection 3 = OCCUPATIONAL EXPOSURE
Complete a separate subsection 3 for each industrial site where you expect other persons to manufacture or dispose of
the new chemscal substance. Indicate the anticipaled routes of exposure to the substance {e.g., tnhalation, ingestion,
dermal), the number of employees anticipated to be exposed by each route, and the maximum duration of such exposure
(in days per vear and hours per day). In the table below, mark 1X) A~Average or P~Peak for the concentration levels

that are expected to be present in the immediate vicinity of the process equipment. Base your answer on the maximum
amount anticipated to be manufaclured or disposed during the first 3 years of operation under normal conditions with
all engineering safeguards in place.

Caafigen-
tial code

3.1 Kdentty Name
of site
Physical location address (Number and street)
City, State. ZIP coge ” |
County
3.2 Occupational Exposure at industrial Site ' ) .
Concentration
Maximum Maximum ()
Actrvrty Exposure aumbes duration . Mark (X) appropriate column
route(s) exposed . _Unit of A - Average P ~ Peak
" measure 0-1 1-10 {10-100] > 100
m 2 (3)  |Hrs./day  Days A Alpiajrlajr]alP
T T[] pom -
3. Manufacture f 2 8 mg/m3
f 1 [_ippm
b. Disposat ! 2]} mg/m3

3.3 Describe those aclivilies in which workers will be duectly exposed to the new chemical substance.

{3 Mark this box it you attach a continuation sheet.

3.4 Mark (X) as many of the physical states of the new chemical substance to which workers may be exposed in the workplace.
+ TIsotg 3] Aerosof s Mt 7 Dust » (JOther - Seecity,
2} Gas & 7] Powder ¢[] Fume - 8 [] Liquid

Confiden-
tial code
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P> Subsection 4 - ENVIRONMENTAL RELEASE AND DISPOSAL

Complete a separate subsection 4 for each site where other persons intend to manufacture {under contract)
or dispose of the new chemical substance.

Confiden-
tial code

4.1 Identity
of site

Name

Physical location address (Number and street)

City, State, ZIP code

County

4.2 Indicate the duration of release into the air and water environment and the annual amount of new chemical substance
released to the air, water, and land. Mark (X) the disposition of the water discharge and estimate the effluent fiow rate
from the site. Enter the name of the POTW or receiving water body. Base your answer on maximum annual production
during the first 3 years of manufacture under normal aperating conditions.

Media

{1)

Duration of release

Amount of new chemical substance released (Kg/yr.)

Hrs./day
(2)

Days/yr. Less";han

(3) 0]

10—
100
(S)

100~
1000

(6)

1000-
10,000

(7}

More than
10,000

(8)

a. Air

b. Land

¢. Water

1 [J POTW (Publicly Owned Treatment Works)
2 [J Navigable waterway
3] Other

Enter name

¥

d. Effluent stream flow rate

b o e

Gallons per day

43 (D List any byproduct materials containing the new chemical substance that are generated during manufacturing and
processing operations and which are disposed of (e.g., landfill, incineration, or other physical /chemicat treatment).
Water effluent and air emission streams should not be listed here. Estimates of release of the new chemical substance
contained 1n such streams are required to be reported in item 4.2. (2) Indicate the method of disposal. (3) Estimate
the amount of each material generated {Kg /Kg of the new chemical substance), and (4) estimate the percent (by weight)
of the new chemical substance.

Material
requiring disposal

(1)

Anticipated method
of disposal

(2)

Amount
(Kg/Kg}

(3}

(4)

Percent of
new chemical
substance

Confiden-
tial code

[ mark this box if you attach & continuation sheet.
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Part IIl - LIST OF ATTACHMENTS

Under section 5(d)(1)(B) and (C) of TSCA and 40 CFR 720.23, a manufacturer must submit all test data in his
possession and control, and a description of any other data that are known to of reasonably ascertainable by
him/her concerning the effect of manufacture, processing, distribution in commerce, use, of disposal of the new
chemical substance on heatth or the environment, The regulations specify which data must be submitted

with the notice and which data may be referenced by literature ci.tations. Using the categories provided,
identify (1) attachments containing test data, descriptions of data, or literature citations in accordance with
720.23; (2) other attachments required to be submitted with this notice: (3} confidentiality substantiations

and (4) attachments which contain information voluntarily submitted. All attachments should be clearly

identified and numbered.

To assert and substantiate a claim of confidentiality for any information included in the following
attachments, follow the instructions in Appendix A, section il, part B. Note — Special directions for
test data or other ‘*Health and Safety’’ studies included in section IlI, part C.

The instructions provide that you must also submit a **sanitized”’ copy of the attachment with all information
that you are ciaiming coafidential deteted. EPA will place this copy in the public docket.

Attachment name Attachment number

a, Physical
o amd
chemical
properties
data

b. Health and
environmental
effects data

J_-_ b S ] NpUEpE EPIIGRY W, SR,

¢. Notice Part

attachments item

Section/Subsection

P EE TP TR DI N .

d. Confiden-«
tiality
attachments

Ll Bt SRR R R SApERSpe UGN W DUV LY S ey I

8. Voluntary
attachments

bl aladad bR S B o, Ly NN DU SN PR,

[ mark tis box if you attach a continuation sheet.
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Part IV - FEDERAL REGISTER NOTICE

Information provided in this port will be published in the Federa! Register in accordance with section 5(d) (2)
of TSCA. Do not enter any information in this part for which you have esserted a claim of confidentiality.

Section A — CHEMICAL IDENTITY

Enter the specific chemical name of the substance if it is not claimed confidential. If the chemical identity is claimed
confidential, enter the name agreed to by EPA In Prenotice Communication or EPA will enter one of the three proposed

generic names in part |, section C.

e ————————pvn o

Section B — MANUFACTURER IDENTIFICATION

Enter the tegal title of the orgamzation filing this notice if it is not claimed confidential. If the legal title of the organization is
claimed confidential, provide a description of the organization in accgrdance with section 11§, Appendix A, Instructions for Asserting

ang Subs*antiating Claims of Confidentiality.

P Section C - TEST DATA

List all test data concerning heaith and environmental effects of the manufacture, processing, distribution in commerce, use, or disposal of
the new chemical substance that are submitted in accordance with 720.23(a) and- 720.20(j). If physical-chemical properties are claimed con-

fidential, provide a generic description of these properties in accordance with section 11|, Appendix A, Instructions for Asserting and
Substantiating Claims of Confidentiality.

D Mark this box if you 8ttach a continuation sheet.

the new chemical substance that are being submitted, described, or cited as part of this notice. Provide a brief abstract of all test data on -

{FR Doc. 79-31566 Filed 10-15-79; 8:45 am} Page 15
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