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management activities that a community
may find relevant or useful will vary
depending on numerous factors specific
to that community, such as the toxicity
of the various chemicals, potential
exposure to these toxic chemicals, and
the number of other facilities in the area
that release EPCRA section 313 listed
toxic chemicals. Section 313(h) of
EPCRA states that the data are “to
inform persons about releases and other
waste management activities of toxic
chemicals to the environment; to assist
governmental agencies, researchers, and
other persons in the conduct of research
and data gathering; to aid in the
development of appropriate regulations,
guidelines, and standards; and for other
similar purposes.” Pounds of releases
and other waste management activities
reported does not measure how the data
perform these functions, and thus is not
a measure of benefits. EPA disagrees
with the implicit assumption by
commenters that the benefits of
information from different facilities is
strictly and systematically related to the
quantity reported as being released.
Finally, EPA notes that while the
proposed reporting threshold for lead
and lead compounds was 10 pounds,
the final rule (and associated economic
analysis) reflect a reporting threshold of
100 pounds. This further reduces the
relevance of the comment.

D. What are the Potential Impacts of
This Action on Small Entities?

In accordance with the Regulatory
Flexibility Act (RFA) and the Agency’s
longstanding policy of always
considering whether there may be a
potential for adverse impacts on small
entities, the Agency has evaluated the
potential impacts of this rule on small
entities.

This rule may affect both small
businesses and small governments. No
small non-profit organizations are
expected to be affected by the rule. For
the purpose of its small entity impact
analysis for the final rule, EPA defined
a small business using the small
business size standards established by
the Small Business Administration
(SBA) at 13 CFR part 121. [On October
1, 2000, the new SBA size standards for
small businesses based on the North
American Industry Classification
System (NAICS) took effect (65 FR
30836, May 15, 2000). These replaced
the previous size standards established
under the Standard Industrial
Classification (SIC) system. EPA has
concluded that the conversion to the
new classification system will have no
substantive impact on the conclusions
of the Agency’s small entity impact
analysis for this action (Ref. 53)]. EPA

defined small governments using the
RFA definition of jurisdictions with a
population of less than 50,000. EPA
analyzed the potential cost impact of the
rule on small businesses and
governments separately in order to
obtain the most accurate assessment for
each. EPA then aggregated the analyses
for the purpose of determining whether
it could certify that the rule will not
have a “significant economic impact on
a substantial number of small entities.”
RFA section 605(b) provides an
exemption from the requirement to
prepare a regulatory flexibility analysis
for a rule where an agency makes and
supports this certification statement.
EPA believes that the statutory test for
certifying a rule and the statutory
consequences of not certifying a rule all
indicate that certification
determinations should be based on an
aggregated analysis of the rule’s impact
on all of the small entities subject to it.
Only those small entities that are
expected to submit at least one report
are considered to be “affected” for the
purpose of the small entity analysis,
although EPA recognizes that other
small entities will conduct compliance
determinations under lower thresholds.
The number of affected entities will be
smaller than the number of affected
facilities, because many entities operate
more than one facility. Potential small
entity impacts were calculated for both
the first year of reporting and
subsequent years. First year costs are
typically higher than continuing costs
because firms must familiarize
themselves with the requirements. Once
firms have become familiar with how
the reporting requirements apply to
their operations, costs fall. EPA believes
that subsequent year impacts present
the best measure to judge the impact on
small entities because these continuing
costs are more representative of the
costs firms face to comply with the rule.
The incremental burden of the
additional reporting at the facility level
is low. This burden is associated with
labor that will be expended by facility
staff to conduct the reporting activities
to file one TRI report. By statutory
requirement, the smallest possible
facility that could be affected by this
action must have the equivalent of at
least 10 full-time employees. On a
yearly basis, this means that there are at
least 20,000 labor hours expended at the
smallest potentially affected facility (10
FTEs x 50 wks/year/employee x 40
hours/wk = 20,000 labor hours/year).
EPA estimates that typical reporting
burdens as a result of this rule will be
up to 110 hours per facility (in the first
year of reporting for a first-time TRI
reporter), and that in subsequent years

typical reporting burden will be
approximately 50 hours. Based on these
reporting burdens, the average impact of
TRI reporting ranges from 0.25 to 0.55
percent of available labor hours for the
smallest facility affected by this rule.
The impact would be even less for
facilities with more than 10 full-time
employees, or for facilities that take less
than the average time to report.

EPA examined annual compliance
costs as a percentage of annual company
sales to assess the potential impacts of
this rule on small businesses. Based on
its estimates of additional reporting as a
result of the rule, the Agency estimates
that approximately 5,700 businesses
will be affected by the rule, and that
approximately 4,100 of these businesses
are classified as “‘small” based on the
applicable SBA size standards. EPA
estimates that fewer than 250 small
businesses (approximately 5% of all
affected small businesses) will bear
annual costs between 1-3% of annual
revenues in the first reporting year, and
that no small businesses will bear
annual costs above 1% of annual
revenues in subsequent reporting years.
These results are not significantly
different from those derived in the
economic analysis of the proposed rule;
the main difference is a “non-zero”
result for the number of small
businesses predicted to experience an
annual cost impact above 1% of annual
revenues in the first year of reporting.
These estimates, and their derivation,
are described in the economic analysis
of the final rule (Ref. 46).

A number of commenters submitted
comments on EPA’s methodology for
assessing small entity impacts in the
economic analysis of the proposed rule.
One commenter asserts that the
Agency'’s analysis of potential impacts
of the proposed rule on small business
is lacking because it does not examine
the large number of industrial sectors
that may be affected by this reporting
requirement. The commenter states that
EPA’s findings about the widespread
and persistent nature of lead in the
environment are not in accord with the
“very limited effort” to identify affected
sectors (especially small business
sectors).

EPA disagrees with the commenter’s
characterization of the effort made to
identify affected sectors. In the
economic analysis for the proposed rule,
EPA made quantitative estimates of the
number of additional TRI reports that
would be expected at four lower
reporting thresholds for lead and lead
compounds from industry groups that
are subject to EPCRA section 313 and
for which EPA could locate the
information necessary to make
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quantitative estimates of facility level
lead usage. EPA also identified a
number of industry groups which are
also subject to EPCRA section 313, but
for which EPA lacked data on lead
throughput to generate quantitative
estimates of additional reporting.

In the proposed rule, and in a
subsequent notice announcing public
meetings, EPA solicited additional
information to allow EPA to quantify
the number of additional reports in all
industry groups that are subject to
EPCRA section 313. EPA fully
considered information from the
commenters on the potential for
additional reporting from industries that
were not identified in the economic
analysis of the proposed rule, or for
which EPA was unable to make
quantitative estimates at the time of the
proposal. As a result of the comments,
EPA revised its estimates for a number
of potentially affected industry groups.
The revised estimates are described in
Appendix A of the economic analysis of
the final rule. While the estimates for
some industry groups changed
substantially as a result of the
comments, EPA’s estimate of the total
number of additional reports remained
relatively stable. At a 100 pound
reporting threshold for lead and lead
compounds, EPA estimates that
approximately 9,800 facilities will
submit additional reports.

EPA’s economic analysis of the
proposed rule modeled the revenue
characteristics of affected firms to
evaluate the potential impact on small
businesses. Commenters assert EPA’s
analysis produced biased results by
combining manufacturing industries
(SIC codes 20-39) that are unrelated in
most aspects. Commenters assert that
EPA made faulty assumptions by
“grouping together small business with
large manufacturers.” One commenter
asserts that EPA’s analysis considered
the aggregate cost of the proposal to
each industry group surveyed, ignoring
individual businesses with costs above
and below the aggregate value.

In the economic analysis of the
proposed rule EPA modeled revenues
for small firms with low, medium and
high revenues in the manufacturing
industries (i.e., SIC codes 20-39). EPA’s
RFA/SBREFA guidance states that “In
assessing the impact of a rule on small
businesses, it may be appropriate to
analyze the rule’s impact on each kind
of business separately, particularly
where the rule may impose significantly
higher costs on some kinds of
businesses than on others” (Ref. 50).
However, there is no guidance as to the
specific SIC code level that is
appropriate (e.g., 2-digit vs. 3-digit vs. 4-

digit vs. 5-digit, etc.). For the small
entity analysis of the proposed rule,
EPA analyzed impacts separately for the
following “‘kinds of businesses’:
mining, manufacturing, electric utilities,
commercial hazardous waste treatment,
chemical and allied products-wholesale,
petroleum bulk terminals, and solvent
recovery services. EPA does not believe
that this approach biased the results of
the small entity impact analysis for the
proposed rule.

EPA did not group small businesses
together with large businesses in the
manufacturing industry as the
commenter asserts. EPA constructed
separate revenue models for large firms
and small firms. For small firms within
each industry group, EPA compared
typical reporting costs with the
revenues available to small firms with
low, medium, and high revenues. EPA’s
analysis was not based on an aggregate
cost to each industry group, but rather
on the cost to individual firms. For the
economic analysis of the final rule, EPA
developed revenue profiles at the 2-digit
SIC code level (20, 21, 22, etc.) for small
businesses within the manufacturing
industries to provide for additional
disaggregation. This approach was taken
to address the comment that EPA would
reach a different determination if impact
estimates for the manufacturing SIC
codes were presented at a greater level
of disaggregation. Contrary to the
comments on this issue, the
disaggregated analysis does not change
the ultimate conclusion about small
entity impacts.

In the small entity impact analysis for
the proposed rule, revenues of
potentially affected small businesses
were modeled using revenue data for
small businesses that own or operate
facilities that currently report to TRI on
any chemical. EPA developed separate
revenue profiles based on “small”
current filers and ‘‘large” current filers.
Within these profiles, EPA looked at
companies with low, medium, and high
revenues. Commenters contend that
EPA’s use of current TRI filers as a
representative cohort for estimating the
proposed rule’s impacts on small
businesses is flawed since current TRI
filers may not be representative of
facilities that report to TRI for the first
time as a result of the rule. The
commenters assert that facilities
reporting as a result of this rule are very
different in terms of size and revenues
from their counterparts that currently
use lead, or other EPCRA section 313
listed toxic chemicals, in amounts
greater than 25,000 pounds. The
commenters contend that current TRI
filers are, for the most part, the largest
members of their sectors with the

highest revenues. As a result, the
commenters contend that EPA
underestimated the proposal’s impact
on small businesses. The commenters
state a belief that an assessment of the
rule’s potential impact on small
businesses should not be based upon its
impact on current TRI filers. The
commenters suggest an alternative
methodology of assessing how the
smallest facilities in each potentially
impacted small business sector would
be impacted by the proposed rule in
order to make a SBREFA determination.
EPA disagrees that using small
businesses that own current TRI filers as
a representative cohort for estimating
the proposed rule’s impacts on small
businesses is flawed methodology for
assessing whether the rule would have
a significant economic impact on a
substantial number of small entities.
First, it should be noted that current TRI
filers span the range of employment,
from companies with 10 employees to
those with thousands of employees. As
noted in the economic analysis for the
proposed rule, almost 70 percent of
current TRI reporters are small
businesses. Therefore, small businesses
have substantial representation in
current TRI reporting. Second,
additional reporting on lead and lead
compounds will not be limited to small
facilities, or to facilities filing their first
TRI reports. Additional reporting on
lead is expected to come from facilities
with a mix of size characteristics,
including large facilities that currently
report other EPCRA section 313
chemicals but not lead. Third, current
TRI filers in the manufacturing
industries tend to be found in capital-
intensive industries rather than in labor-
intensive industries. Based on EPA’s
research, it appears that most facilities
that file additional lead reports will also
be from capital-intensive industries like
the ones that predominate in current
TRI reporting. Since additional lead
reporting will come mainly from: (1)
Current filers (who file on other
chemicals) and (2) new filers in capital-
intensive industries, EPA believes that it
is valid to assume that first-time filers
under this rule will be like current filers
in terms of employment and revenue.
To evaluate the possibility that first-
time TRI filers in the manufacturing
sector would be so dissimilar to current
TRI filers as to change EPA’s small
entity impact findings, EPA conducted
a sensitivity analysis (Ref. 51) to
estimate the potential impact on the
smallest facilities in each potentially
impacted small business sector for the
proposed reporting threshold. This
analysis estimated the average potential
impact of the proposed rule on facilities
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in various employment size classes
within each of the twenty 2-digit
manufacturing SIC codes (and certain 4-
digit SIC codes). The analysis revealed
that average potential impacts are higher
for facilities with fewer employees and
lower annual revenues, but the potential
cost impact is still less than 1 percent

of average annual revenues for every
employment size class in every
manufacturing SIC code.

Even information submitted to EPA
by industry does not indicate that a
substantial number of small businesses
would have costs above 1% of annual
revenues. In an informal survey
conducted by the IPC the Association
Connecting Electronics Industries, IPC
asked its member companies in the
printed wiring board industry to
indicate if the proposed rule would
result in regulatory costs exceeding 1%
of annual revenues (Ref. 52). IPC
received 300 responses, of which 260
were from self-identified small
businesses. Of these 260, only 5 claimed
that the proposed rule would impose
costs greater than 1% of their annual
revenues. This survey indicates that less
than 2% of affected small businesses in
this sector believe that they would
experience an economic impact of
greater than 1% of annual revenues as
a result of the proposed rule.
Furthermore, IPC’s survey was based on
the proposed reporting threshold of 10
pounds. This final rule incorporates a
reporting threshold of 100 pounds,
which will result in less regulatory
impact to facilities in this sector.

To further address the issue of
differing revenue characteristics
between current and first-time TRI
filers, EPA revised its method for
modeling the revenues of affected small
businesses. In the small entity impact
analysis for the final rule, EPA modeled
revenues of small first-time filers using
revenue data for small businesses that
own facilities that do not currently file
TRI reports. EPA modeled revenues of
small current filers using revenue data
on small businesses that own current
TRI-filing facilities. Contrary to the
comments on this issue, using this
method to model revenues does not
change the ultimate conclusion about
small entity impacts.

A commenter asserts that EPA’s
conclusion about the impact of the rule
on small businesses was based on an
erroneous assumption about the
percentage of additional reports that
would be received from new filers. The
commenter asserts that EPA “‘seriously”
underestimated the number of first-time
filers to TRI that would result from the
proposed rule. The commenter notes
that approximately 10% of printed

wiring board facilities currently report
to TRI and few of the facilities report for
lead, but that this proposal would
trigger lead reporting for virtually all
companies. In this industry,
approximately 80% to 90% would have
to report to the TRI for the first time.
The commenter notes that EPA
estimated that first-time filers under the
rule would comprise only 38.3% of
affected manufacturing facilities.

The estimate for first-time TRI filers
cited by the commenter is an average for
the entire manufacturing sector. For
individual SIC codes within
manufacturing (such as printed wiring
boards), the percentage of first-time TRI
filers may be higher or lower. For the
economic analysis of the final rule, the
estimate of first-time filers was revised
based on an SIC code-by-SIC code
approach that assumes current TRI filers
will file the first additional reports in
each SIC code, and that the remaining
additional reports will be filed by
facilities that are new to TRI reporting
(i.e., first-time filers). Rather than using
an average number of new filers for
manufacturers as a class, this approach
estimates the number of new filers at the
2-, 3-, or 4-digit SIC code level. Using
the revised approach, the total estimated
percentage of first-time filers increased
to approximately 40% of all affected
facilities, with substantial variation at
the 2-digit SIC code level as indicated
by the commenters. Therefore, EPA does
not believe that the number of first-time
filers was “‘seriously” underestimated in
the economic analysis of the proposed
rule.

In assessing the potential impact of
the rule on small entities, EPA searched
for situations in which the annual cost
of reporting for a business would exceed
a small fraction of annual revenues.
Commenters assert that 1% of annual
sales (one of the indicator values used
by EPA) is not a good measure of
impacts on small businesses. The
commenters assert that the 1% metric is
arbitrary and argue that it may not be a
good measure of impact across different
industry sectors. The commenters state
that some industries may have profits
that are only a few percent of total
revenue, in which case, costs that are
close to one percent of revenue would
be a very large percent of profit, while
other industries may have profits that
are a much higher percent of revenue.

Contrary to the commenters’ claim,
EPA did justify its choice of revenue-
based impact metric for assessing small
entity impacts. As EPA stated at 64 FR
42238, “EPA used annual compliance
costs as a percentage of annual company
sales to assess the potential impacts on
small businesses of this proposed rule.

EPA believes that this is a good measure
of a firm’s ability to afford the costs
attributable to a regulatory requirement,
because comparing compliance costs to
revenues provides a reasonable
indication of the magnitude of the
regulatory burden relative to a
commonly available measure of a
company’s business volume. Where
regulatory costs represent a small
fraction of a typical firm’s revenue (for
example, less than 1%, or not greater
than 3%), EPA believes that the
financial impacts of the regulation may
be considered not significant.”

The commenters suggest that EPA
should use profits as a measure of
impact. EPA, however, believes that
there are several advantages to the use
of revenue data. The advantage of using
revenue to measure impacts is that it is
a stable, easily accessible, and easily
understood measure which provides a
basis for comparing this rule to other
rules. Unlike profit information, the
definition is consistent and not subject
to the widely varying accounting
definitions and interpretations of terms
that affect “profit” measures. Another
advantage is that revenue data, unlike
profit data, are widely available. The
proportion of firms for which revenue
data are available generally greatly
exceeds the proportion of firms for
which profit data are available. Many
information sources, including the
Census of Manufactures, collect and
publish revenue data but not profit data.

Furthermore, revenue data are easily
understood. For example, if the impact
of compliance costs on a firm is 1% of
revenue, a firm would need to raise its
prices 1% to cover the costs of the
regulation. This is a clear, easy to
understand measure that can help
decision-makers determine whether
additional measures to reduce the
impact of a regulation are warranted. In
addition, EPA has a long history of
using the relationship between the
annual cost of compliance with a
regulation and total annual revenue of
the firm to determine whether a
regulation may have a significant
economic impact on substantial number
of small entities.

EPA believes that the revenue-based
impact calculation used in the analysis
of this rule is preferable to a profit-based
calculation because it is simple to apply
and based on readily available data,
which allows consistent application of
the methodology from rule to rule.
Although the commenters suggest other
metrics such as profit margins, they do
not provide any indication of how this
data could be obtained or what impact
levels would indicate a “significant”
impact. The commenters note that profit
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margins are variable, but do not provide
profit margin data for all affected
industry sectors.

In addition to small businesses, the
rule is also expected to affect certain
small governments. To assess the
potential impacts of the final rule on
small governments, EPA used annual
compliance costs as a percentage of
annual government revenues to measure
potential impacts. Similar to the
methodology for small businesses, this
measure was used because EPA believes
it provides a reasonable indication of
the magnitude of the regulatory burden
relative to a government’s ability to pay
for the costs, and is based on readily
available data. EPA estimates that 8
publicly owned electric utility facilities,
operated by a total of 8 municipalities,
may be affected by the rule. Of these, an
estimated 7 are operated by small
governments (i.e., those with
populations under 50,000). It is
estimated that none of these small
governments will bear annual costs
greater than 1% of annual government
revenues in the first or subsequent
reporting years. Therefore, the total
number of small entities with impacts
above 1% of revenues does not change
when the results are aggregated for all
small entities (i.e., small businesses,
small governments, and small
organizations) because only certain
small businesses are expected to
experience impacts above 1% of
revenues in any year.
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IX. Regulatory Assessment
Requirements

A. What is the Determination Under
Executive Order 128667

Under Executive Order 12866,
entitled “Regulatory Planning and
Review” (58 FR 51735, October 4, 1993),
it has been determined that this is a
“significant regulatory action”. This
action was submitted to the Office of
Management and Budget (OMB) for

review, and any substantive changes
made during that review have been
documented in the public version of the
official record.

EPA’s cost-benefit analysis for the
proposed rule was contained in a
document entitled Economic Analysis of
the Proposed Rule to Modify Reporting
of Lead and Lead Compounds Under
EPCRA Section 313 (Ref. 16). The
economic analysis contains a
quantitative estimate of the costs and a
qualitative discussion of the benefits of
the proposed rule. This document, and
its supporting documentation, were
included in the public docket for review
and comment. EPA has prepared an
economic analysis of the impact of this
final rule, which is contained in a
document entitled Economic Analysis of
the Final Rule to Modify Reporting of
Lead and Lead Compounds under
EPCRA Section 313 (Ref. 42). This
document is available as part of the
public version of the official record for
this action, and is briefly summarized in
Unit VIIL

Commenters assert that the proposed
rule did not meet Executive Order
12866 requirements to consider costs
and benefits, including the alternative of
not regulating. The commenters assert
that the Agency has not given adequate
consideration to the baseline option of
existing TRI reporting thresholds of
25,000 and 10,000 pounds, under which
EPA has received reporting on release
and other waste management of over
one billion pounds of lead and lead
compounds per year. The commenters
assert that the alternative of the current
reporting thresholds of 25,000 and
10,000 pounds is generally not included
in the text and tables of the preamble
and Economic Analysis.

EPA did consider the option of not
regulating, and addressed what would
happen in the absence of this rule. As
EPA noted in the Federal Register
notice for the proposed rule, “If EPA
were not to take this proposed action to
lower reporting thresholds, the market
failure (and the associated social costs)
resulting from the limited information
on the release and disposition of lead
and lead compounds would continue”
(64 FR 42237). The discussion of costs
and benefits in the economic analysis
and preamble are all relative to the
baseline of not regulating beyond the
current reporting thresholds for lead
and lead compounds. Chapter 6 of the
economic analysis of the proposed rule
contains a discussion of current
reporting on lead and lead compounds
at existing reporting thresholds, as well
as a discussion of information that
would be collected as a result of the
proposed rule. Furthermore, current TRI
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reporting on lead and lead compounds
was summarized in Tables A—3 and A—
4 of the economic analysis of the
proposed rule.

Commenters assert that EPA has not
met requirements of Executive Order
12866 because EPA has not quantified
benefits of the proposed rule and has
not estimated the amount of releases
expected to be reported.

EPA believes that the proposal is
consistent with Executive Order 12866,
because EPA proposed the regulation
upon a reasoned determination that the
benefits justify the costs. The
commenters imply that EPA must
quantify benefits to comply with
Executive Order 12866. However,
Executive Order 12866 recognizes that it
may not be feasible to derive
quantitative estimates of benefits in all
cases. Section (1)(a) of Executive Order
12866 states that “Costs and benefits
shall be understood to include both
quantifiable measures (to the fullest
extent that these can be usefully
estimated) and qualitative measures of
costs and benefits that are difficult to
quantify, but nevertheless essential to
consider.” The Executive Order goes on
to state in section (1)(b)(6) that “Each
agency shall assess both the costs and
the benefits of the intended regulation
and, recognizing that some costs and
benefits are difficult to quantify,
propose or adopt a regulation only upon
a reasoned determination that the
benefits of the intended regulation
justify its costs.” EPA’s economic
analysis has addressed the costs of the
proposal in a quantified manner and the
benefits in a qualitative manner.
Because the state of knowledge about
the economics of information is not
highly developed, EPA has not
attempted to quantify the benefits of the
rule as monetized net benefits. EPA
notes that Executive Order 12866 does
not require that benefits be quantified
for every regulation, or that agencies
should predict the answers to a data
collection (in this case, the “per
facility” releases and other waste
management of lead and lead
compounds) prior to the actual
collection of the data.

EPA notes that comparing the cost of
the reporting to the quantity of releases
that would be reported does not
compare costs and benefits. Section
313(g) of EPCRA states that the data are
intended to provide information to the
Federal, State, and local governments
and the public, including citizens of
communities surrounding covered
facilities, to inform persons about
releases of toxic chemicals to the
environment; to assist governmental
agencies, researchers, and other persons

in the conduct of research and data
gathering; to aid in the development of
appropriate regulations, guidelines, and
standards; and for other similar
purposes. The quantity of releases
reported does not measure how well the
data perform these functions, and thus
releases are not a measure of benefits.
The benefits of the rule include
improvements in understanding,
awareness, and decision making related
to the provision of information. Even if
reliable estimates of releases were
possible, pounds of releases would not
measure the value of the information
provided. Improvements in
understanding are not measured in
pounds, nor are improvements in
awareness or decision making.

While it is not possible to quantify the
benefits of the rule with monetized
estimates, EPA has qualitatively
examined the benefits of the rule. Based
on this review, EPA believes that the
benefits provided by the information to
be reported under this rule will
significantly outweigh the costs. Upon
review of this evidence, EPA has made
a reasoned determination that the
benefits of the regulation justify its
costs. Therefore, EPA believes it has
followed the principles and met the
requirements of Executive Order 12866.

B. What is the Determination Under the
Regulatory Flexibility Act?

Pursuant to section 605(b) of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.), the EPA
Administrator hereby certifies that this
final rule will not have a significant
economic impact on a substantial
number of small entities. The factual
basis for this determination is presented
in the small entity impact analysis
prepared as part of the Economic
Analysis for this final rule (Ref. 46),
which is discussed in detail in Unit VIL.
and contained in the public version of
the official record for this rule. Further
support for this determination can be
found in the sensitivity analysis (Ref.
51) that was conducted to assess the
analytical methods used in the small
entity impact analysis of the proposed
rule. Information relating to this
determination has been provided to the
Chief Counsel for Advocacy of the Small
Business Administration, and is
included in the public version of the
official record for this rulemaking. The
following is a brief summary of the
Agency’s factual basis for this
certification.

For the purpose of analyzing potential
impacts on small entities, EPA used the
RFA definition of small entities in
section 601(6) of the RFA. Under this
section, small entities include small

businesses, small governments, and
small non-profit organizations. [On
October 1, 2000, the SBA size standards
for small businesses based on the North
American Industry Classification
System (NAICS) took effect (65 FR
30836, May 15, 2000). These replaced
the previous size standards established
under the Standard Industrial
Classification (SIC) system. EPA has
concluded that the conversion to the
new classification system will have no
substantive impact on the conclusions
of the Agency’s small entity impact
analysis for this action (Ref. 53)]. EPA
defined a small business using the small
business size standards established by
the Small Business Administration
(SBA), which are generally based on the
number of employees or annual sales/
revenue a business in a particular
industrial sector has. EPA defined small
governments using the RFA definition
of jurisdictions with a population of less
than 50,000. No small non-profit
organizations are expected to be affected
by this final rule.

EPA estimates that approximately
4,100 small businesses will be affected
by the rule. The incremental burden of
the additional reporting at the facility
level is associated with labor that will
be expended by facility staff to conduct
reporting activities. Based on typical
reporting burdens of approximately 110
hours (in the first year of reporting for
a first-time TRI reporter) and 50 hours
in subsequent years, the impact of this
action ranges from 0.25 to 0.55 percent
of available labor hours for the smallest
affected facility. The impact would be
even less for facilities with more than 10
full-time employees, or for those that
take less than the average amount of
time to report.

EPA estimates that the final rule
would have an annual cost impact
between 1-3% of annual revenues on
fewer than 250 small businesses
(approximately 5% of all affected small
businesses) in the first year only. After
the first year of reporting, the annual
cost impact as a percentage of annual
revenues is estimated to be below 1%
for all affected small entities.

Commenters assert that this rule will
have significant impacts on small
businesses, and that EPA improperly
certified the proposed rule. The
commenters assert that a Small Business
Regulatory Enforcement Fairness Act
(SBREFA) panel must be completed to
determine the “true” impact of the
proposed rule on small businesses.

EPA believes that its certification of
the proposed rule as not having a
significant economic impact on a
substantial number of small entities was
proper. In the Federal Register notice
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for the proposed rule, EPA described a
quantitative small entity impact analysis
that EPA placed in the official version
of the public record. The results of this
analysis indicated that the proposed
rule would not have a significant
economic impact on a substantial
number of small entities. Based on
public comments, EPA revised this
quantitative analysis and arrived at the
same conclusion for the final rule.
Furthermore, EPA notes that while the
proposed reporting threshold for lead
and lead compounds was 10 pounds,
this final rule incorporates a reporting
threshold of 100 pounds. This threshold
further reduces the potential regulatory
impact on small entities as indicated in
the economic analysis of the final rule.

EPA does not agree with the comment
that a SBREFA panel must be completed
to determine whether this, or any,
proposed rule will have a significant
economic impact on a substantial
number of small entities. SBREFA
amended the Regulatory Flexibility Act
(RFA) to require EPA to convene a
Small Business Advocacy Review Panel
for any proposed rule for which EPA is
required to prepare an initial regulatory
flexibility analysis (IRFA). The RFA
requires that EPA prepare an IRFA for
all rules for which EPA is required by
statute to publish a notice of proposed
rulemaking unless the agency certifies
that the rule “will not, if promulgated,
have a significant economic impact on
a substantial number of small entities.”
The panel is an additional means for
small entities to participate in the
rulemaking process, but the certification
provision of the RFA as amended by
SBREFA indicates that panels are not
appropriate for every rulemaking. The
panel requirement only applies to
proposed rules that the Agency
ultimately determines will not be
certified under the RFA.

Commenters also assert that EPA
failed to provide a “meaningful”
opportunity for small businesses to
participate in the rulemaking process.
The commenters asserted than that EPA
did not conduct outreach to small
businesses prior to the proposal, and
that any outreach after rule proposal is
inadequate and cannot remedy EPA’s
“lack of outreach” to small entities early
in the regulatory development process.
The commenters assert that “EPA’s
failure to contact small business sectors
early in the rulemaking process” led to
“significant flaws” in EPA’s SBREFA
determination because it failed to
consider ‘“more than two dozen small
business sectors that would be impacted
by the proposed rule” and failed to
consider the significance of the impact
on small businesses. Specifically the

commenters mention printed circuit
board manufacturers, metal finishers,
foundries, and dentists as affected
sectors. As a result, the commenters
contend that the Agency did not comply
with SBREFA, and violated the
analytical and outreach requirements of
the RFA. The commenters also contend
that EPA did not comply with the
Agency’s own internal guidance related
to RFA/SBREFA compliance. One
commenter contends that EPA’s failure
to conduct appropriate outreach misled
the Agency to certify that the rule has
no significant impact on small business.
Therefore, the commenter suggests that
the EPA conduct additional outreach
with small business, followed by a
thorough SBREFA panel process. The
commenter contends that outreach to
small business would have revealed that
the proposed rule affects more than
“two dozen small business sectors that
the agency failed to consider.”” As one
example, the commenter asserts that
dentists would have to report because
they accumulate lead in the form of
used x-ray film backing that they store
and recycle. The commenter also
mentions metal finishing and the
printed circuit board industry.

EPA complied with internal guidance
and the requirements of the RFA as
amended by SBREFA and conducted its
analysis in accord with the Agency’s
internal guidance. EPA’s actions
provided a meaningful opportunity for
small businesses to participate in the
rulemaking process. EPA initially
alerted the potentially affected
community to EPA’s intention to review
lead and lead compounds for lower
reporting thresholds in the proposed
rule to lower the EPCRA section 313
reporting threshold for certain PBT
chemicals that are subject to reporting
under EPCRA section 313 (64 FR 688).
That Federal Register notice stated that
“EPA is aware of additional available
data that may indicate that lead and/or
lead compounds meet the
bioaccumulation criteria discussed in
this proposed rule. EPA intends to
review these additional data to
determine if lead and/or lead
compounds should be considered PBT
chemicals and whether it would be
appropriate to establish lower reporting
thresholds for these chemicals” (64 FR
717, January 5, 1999). As part of the PBT
rulemaking process, EPA held three
public meetings in San Francisco, CA;
Chicago, IL; and Washington, DC.
Numerous commenters on the PBT rule
requested that EPA classify lead and
lead compounds as PBT chemicals.

EPA published a notice of proposed
rulemaking for lead and lead
compounds on August 3, 1999. EPA

requested comment on this rulemaking
and provided an initial 45 day comment
period. Subsequently, EPA extended the
comment period twice for a total of 90
additional days. In addition, EPA held
public meetings with special emphasis
on potential small business impacts in
Los Angeles, CA; Chicago, IL; and
Washington, DC. EPA also met with
representatives of small business trade
organizations who expressed a desire for
additional meetings.

EPA notes that a number of small
businesses participated in the
rulemaking process by attending public
meetings and submitting comments on
the proposed rule. EPA has considered
these comments and updated its
economic analysis with information
provided by these commenters. EPA
believes that these activities, along with
the written public comment process,
provided ample opportunities for small
businesses to participate in the
rulemaking process.

EPA does not agree that its
rulemaking process led to significant
flaws in EPA’s certification that the
proposed rule would not, if
promulgated, have a significant
economic impact on a substantial
number of small businesses. EPA
conducted an extensive economic
analysis that included a quantitative
small entity impact analysis. EPA made
this analysis available as part of the
public record for the rulemaking. The
public comment process has provided
an opportunity for small businesses to
comment on this analysis, and to
provide additional information to refine
this analysis. Further, even though EPA
extended the public comment period
twice and held three public meetings,
EPA did not receive additional
information that would lead it to change
its determination.

Although some commenters assert
that EPA failed to identify certain
potentially affected sectors leading to a
flawed certification, EPA does not agree.
EPA conducted an extensive economic
analysis. Specifically, EPA did identify
printed circuit board manufacturers,
metal finishers, foundries, and other
industries as potentially affected sectors
in the economic analysis of the
proposed rule. Dentists were not
identified as potentially affected
because they are not in a SIC code that
is subject to TRI reporting. EPA cannot
evaluate the accuracy of generic
comments that assert EPA missed
potentially affected industries when
commenters do not identify these
industries by name, or provide evidence
to support the assertion for each
additional identified industry. If EPA
failed to identify certain sectors as
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potentially affected, this a reflection of
the lack of publicly available
information on lead and lead
compounds. The lack of publicly
available information on lead and lead
compounds speaks more to the need for
the rule than to the quality of EPA’s
analysis.

In conclusion, EPA believes that it has
followed the requirements of the RFA
and that it has properly certified that the
rule will not have a significant impact
on a substantial number of small
entities.

C. What is the Determination Under the
Paperwork Reduction Act?

The information collection
requirements contained in this final rule
have been submitted to OMB under the
Paperwork Reduction Act (PRA) (44
U.S.C. 3501 et seq.), and in accordance
with the procedures at 5 CFR 1320.11.
OMB has approved the existing
reporting and recordkeeping
requirements for the EPA Toxic
Chemical Release Inventory Form R
(EPA Form No. 9350-1), supplier
notification, and petitions under OMB
Control No. 2070-0093 (EPA ICR No.
1363). EPA has prepared an amendment
(EPA ICR No. 1363.11) to the existing
Information Collection Request (ICR) to
include the burden associated with
lower reporting thresholds for lead and
lead compounds. A copy may be
obtained from Sandy Farmer, Office of
Information Collections, U.S.
Environmental Protection Agency
(2137), 1200 Pennsylvania Ave., NW.,
Washington, DC 20460, by calling (202)
260-2740, or electronically by sending
an e-mail message to
“farmer.sandy@epa.gov.”

An Agency may not conduct or
sponsor, and a person is not required to
respond to a collection of information
subject to OMB approval under the
PRA, unless a currently valid OMB
control number is displayed. The OMB
control numbers for EPA’s regulations,
after initial publication in the Federal
Register, are maintained in a list at 40
CFR part 9. The information
requirements contained in this final rule
are not effective until OMB approves
them.

EPCRA section 313 (42 U.S.C. 11023)
requires owners or operators of certain
facilities manufacturing, processing, or
otherwise using any of over 600 listed
toxic chemicals and chemical categories
in excess of the applicable threshold
quantities, and meeting certain
requirements (i.e., at least 10 Full Time
Employees or the equivalent), to report
certain release and other waste
management activities for such
chemicals annually. Under PPA section

6607 (42 U.S.C. 13106), facilities must
also provide information on recycling
and other waste management data and
source reduction activities. The
regulations codifying the EPCRA section
313 reporting requirements appear at 40
CFR part 372. Respondents may
designate the specific chemical identity
of a substance as a trade secret, pursuant
to EPCRA section 322 (42 U.S.C. 11042).
Regulations codifying the trade secret
provisions can be found at 40 CFR part
350. Under the rule, all facilities
reporting to TRI on lead and lead
compounds would have to use the EPA
Toxic Chemical Release Inventory Form
R (EPA Form No. 9350-1). OMB has
approved the existing reporting and
recordkeeping requirements related to
Form R, supplier notification, and
petitions under OMB Control No. 2070-
0093 (EPA ICR No. 1363).

For Form R, EPA estimates the
industry reporting burden for collecting
this information (including
recordkeeping) to average 74 hours per
report in the first year (based on typical
unit burden estimates for Form R
completion and recordkeeping/mailing
requirements), at an estimated cost of
$5,079 per Form R. In subsequent years,
the burden is estimated to average 52.1
hours per report, at an estimated cost of
$3,557 per Form R. These estimates
include the time needed to review
instructions; search existing data
sources; gather and maintain the data
needed; complete and review the
collection of information; and transmit
or otherwise disclose the information.
The actual burden on any specific
facility may be different from this
estimate depending on the complexity
of the facility’s operations and the
profile of the releases at the facility.

This rule is estimated to result in
additional reports from approximately
9,800 respondents. Of these,
approximately 3,600 facilities are
estimated to be reporting to TRI for the
first time as a result of the rule, while
the remainder are currently reporting
facilities that will be submitting
additional reports. The 9,800
respondents will each submit an
additional Form R. This rule is
estimated to result in a total burden of
1.2 million hours in the first year, and
0.6 million hours in subsequent years, at
a total estimated industry cost of $80
million in the first year and $40 million
in subsequent years. The existing ICR
will be amended to add 790,000 burden
hours (annual average burden for the
first 3 years of ICR approval).

Under the PRA, “burden” means the
total time, effort, or financial resources
expended by persons to generate,
maintain, retain, or disclose or provide

information to or for a Federal agency.
This includes, where applicable, the
time needed to review instructions;
develop, acquire, install, and utilize
technology and systems for the purposes
of collecting, validating, and verifying
information, processing and
maintaining information, and disclosing
and providing information; adjust the
existing ways to comply with any
previously applicable instructions and
requirements; train personnel to be able
to respond to a collection of
information; search data sources;
complete and review the collection of
information; and transmit or otherwise
disclose the information. EPA’s burden
estimates for the rule take into account
all of the above elements, considering
that under section 313, no additional
measurement or monitoring may be
imposed for purposes of reporting.

A commenter asserts that EPA failed
to meet Paperwork Reduction Act
requirements because it has not
provided Form R reporting instructions
for the proposed changes to the TRI
reporting requirements for lead and lead
compounds. The commenter contends
that the proposed rule requires
significant changes in the information
submitted by regulated industry sectors
on the Form R. The commenter asserts
that OMB’s Information Collection
Review Handbook requires that
materials submitted for review under
the Paperwork Reduction Act must be
accompanied by the documents to be
used in the collection of information
(i.e., forms, schedules, questionnaires,
handbook, manual, interview plan or
guide, rule, regulation, or other
document), and any other explanatory
material to be given or sent to
prospective respondents. The
commenter asserts that the current Form
R reporting instructions do not provide
the guidance necessary for reporting
lead and lead compounds at the lower
reporting thresholds with elimination of
exemptions such as the de minimis
exemption and changed rules for
reporting. The commenter asserts that
EPA has not issued guidance regarding
how to comply under the proposed
lower reporting thresholds, indicated
what its plans are for issuing such
guidance, or allowed formal opportunity
for stakeholders to review and
comment.

EPA disagrees with the commenter.
EPA did not propose significant changes
in the types of information to be
reported by industry. EPA proposed
using the existing Form R for reports
that would be required under the lower
reporting threshold. Since EPA did not
propose to amend the Form R, and the
existing Form R was already approved
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by OMB, EPA was not required to
submit the Form R separately with the
ICR amendment at the proposed rule
stage. Nevertheless, the proposed ICR
amendment that EPA submitted to OMB
included a copy of the existing ICR
approved by OMB, along with a copy of
the Form R. The existing ICR also
specifically describes all of the existing
reporting elements on Form R.

EPA strongly disagrees with the
suggestion that it has circumvented the
notice and comment process. The
preamble to the proposed rule, the
economic analysis, and the proposed
ICR amendment all specifically describe
EPA’s proposal to lower reporting
thresholds, and to change the reporting
requirements so as not to allow use of
the de minimis exemption, range
reporting or Form A for reports
submitted under the lowered
thresholds. The Federal Register
provided public notice and specifically
solicited public comments on the
changes to reporting requirements and
reporting instructions that were being
considered, as well as on the Agency’s
associated burden estimates. The
Agency provided a functional
description of the changes in reporting
that would result from his rule.
Therefore, EPA was in compliance with
the PRA and with OMB requirements.

D. What are the Determinations Under
the Unfunded Mandates Reform Act
and Executive Order 130847

Pursuant to Title II of the Unfunded
Mandates Reform Act of 1995 (UMRA)
(Public Law 104—4), EPA has
determined that this action does not
contain a “Federal mandate” that may
result in expenditures of $100 million or
more for the private sector in any 1 year,
nor will it result in such expenditures
for State, local, and tribal governments
in the aggregate. The costs associated
with this action are estimated in the
economic analysis prepared for this
final rule (Ref. 46), which is included in
the public docket and summarized in
Unit VII of this preamble.

EPA has determined that it is not
required to develop a small government
agency plan as specified by section 203
of UMRA or to conduct prior
consultation with State, local, or tribal
governments under section 204 of
UMRA, because the rule will not
significantly or uniquely affect small
governments and does not contain a
significant Federal intergovernmental
mandate.

Finally, EPA believes this rule
complies with section 205(a) of UMRA.
The objective of this rule is to expand
the public benefits of the TRI program
by exercising EPA’s discretionary

authority to lower reporting thresholds,
thereby increasing the amount of
information available to the public
regarding the use, management, and
disposition of listed toxic chemicals. In
making additional information available
through TRI, the Agency increases the
utility of TRI data as an effective tool for
empowering local communities, the
public sector, industry, other agencies,
and State and local governments to
better evaluate risks to public health
and the environment.

As described in Unit VI. of this
preamble, EPA considered burden in the
threshold selection. The rule also
contains reporting requirements that
will limit burden (e.g., reporting
limitations for lead in certain alloys). In
addition, existing burden-reducing
measures (e.g., the laboratory
exemption, and the otherwise use
exemptions, which include the routine
janitorial or facility grounds
maintenance exemption, motor vehicle
maintenance exemption, structural
component exemption, intake air and
water exemption and the personal use
exemption) will apply to the facilities
that file new reports as a result of this
rule. EPA also will be assisting small
entities subject to the rule, by such
means as providing meetings, training,
and compliance guides in the future,
which also will ease the burdens of
compliance. Many steps have been and
will be taken to further reduce the
burden associated with this rule, and to
EPA’s knowledge there is no available
alternative to the rule that would obtain
the equivalent information in a less
burdensome manner. For all of these
reasons, EPA believes the rule complies
with UMRA section 205(a).

In addition, today’s rule does not
significantly or uniquely affect the
communities of Indian tribal
governments. Accordingly, the
requirements of section 3(b) of
Executive Order 13084, entitled
Consultation and Coordination with
Indian Tribal Governments (63 FR
27655, May 19, 1998) do not apply to
this rule.

E. What are the Determinations Under
Executive Orders 12898 and 130457

Pursuant to Executive Order 12898,
entitled Federal Actions to Address
Environmental Justice in Minority
Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), the Agency has considered
environmental justice related issues
with regard to the potential impacts of
this action on environmental and health
conditions in low-income populations
and minority populations.

Since this is a significant regulatory
action, additional OMB review is
required under Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997). The
Agency has, to the extent permitted by
law and consistent with the agency’s
mission, identified and assessed the
environmental health risks and safety
risks that may disproportionately affect
children.

By lowering the section 313 reporting
thresholds for lead and lead
compounds, EPA is providing
communities across the United States
(including low-income populations and
minority populations) with access to
data that may assist them in lowering
exposures and consequently reducing
chemical risks for themselves and their
children. This information can also be
used by government agencies and others
to identify potential problems, set
priorities, and take appropriate steps to
reduce any potential risks to human
health and the environment. Therefore,
the informational benefits of the rule are
expected to have a positive impact on
the human health and environmental
impacts of minority populations, low-
income populations, and children.

F. What is the Determination under
Executive Order 131327

Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999), requires EPA to develop an
accountable process to ensure
“meaningful and timely input by State
and local officials in the development of
regulatory policies that have federalism
implications.” “Policies that have
federalism implication” is defined in
the Executive Order to include
regulations that have “substantial direct
effects on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government.”

Under section 6 of Executive Order
13132, EPA may not issue a regulation
that has federalism implications, that
imposes substantial direct compliance
costs, and that is not required by statute,
unless the Federal government provides
the funds necessary to pay the direct
compliance costs incurred by State and
local governments, or EPA consults with
State and local officials early in the
process of developing the proposed
regulation. EPA also may not issue a
regulation that has federalism
implications and that preempts State
law, unless the Agency consults with
State and local officials early in the
process of developing the proposed
regulation.
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This final rule does not have
federalism implications. It will not have
substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132. This action is
expected to have a limited impact on
municipal governments that operate
electric utilities that may be affected by
this action. EPA estimates that there are
only 13 publicly-owned electric utility
facilities that are potentially affected by
the rule. Of these 13 facilities, 8 are
expected to file one additional report as
a result of this action. Thus, the
requirements of Section 6 of the
Executive Order do not apply to this
rule.

G. What are the Determinations under
the National Technology Transfer and
Advancement Act?

Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (NTTAA) (15 U.S.C. 272
note) directs EPA to use voluntary
consensus standards in its regulatory
activities unless doing so would be
inconsistent with applicable law or
impractical. Voluntary consensus
standards are technical standards (e.g.,
materials specifications, test methods,
sampling procedures, etc.) that are

NTTAA directs EPA to provide
Congress, through OMB, explanations
when the Agency decides not to use
available and applicable voluntary
consensus standards.

This action does not involve technical
standards, nor did EPA consider the use
of any voluntary consensus standards.
In general, EPCRA does not prescribe
technical standards for threshold
determinations or completion of EPCRA
section 313 reports. EPCRA section
313(g)(2) states that “In order to provide
the information required under this
section, the owner or operator of a
facility may use readily available data
(including monitoring data) collected
pursuant to other provisions of law, or,
where such data are not readily
available, reasonable estimates of the
amounts involved. Nothing in this
section requires the monitoring or
measurement of the quantities,
concentration, or frequency of any toxic
chemical released into the environment
beyond that monitoring and
measurement required under other
provisions of law or regulation.”

H. What are the Requirements of the
Congressional Review Act?

The Congressional Review Act (5
U.S.C. 801 et seq.) as added by the
Small Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the

copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. This action is not
a “major rule” as defined by 5 U.S.C.
804(2).
List of Subjects in 40 CFR Part 372

Environmental protection,
Community right-to-know, Reporting
and recordkeeping requirements, and
Toxic chemicals.

Dated: January 8, 2001.
Carol M. Browner,

Administrator.

Therefore, 40 CFR part 372 is
amended as follows:

PART 372—[AMENDED]

1. The authority citation for part 372
will continue to read as follows:

Authority: 42 U.S.C. 11023 and 11048.

2.In §372.28 by adding one chemical
to paragraph (a)(1) alphabetically and to
paragraph (a)(2) by alphabetically
adding one category to read as follows:

§372.28 Lower thresholds for chemicals
of special concern.

developed or adopted by voluntary agency promulgating the rule must (@) * * *
consensus standards bodies. The submit a rule report, which includes a (1) * * =*
Chemical Name CAS No. Reporting Threshold
Lead (this lower threshold does not apply to lead when contained in a stainless steel,
brass or bronze alloy) 7439-92—1 100
(2) * * *
Category Name Reporting Threshold
Lead Compounds 100
* * * * *

[FR Doc. 01-1045 Filed 1-16—01; 8:45 am]
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