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use of nPB in the solvent cleaning
sector.

Currently, the estimated amount of
nPB used in the U.S. in SNAP sectors
is on the order of 10 to 12 million
pounds per year, which corresponds to
roughly 1% of the organic solvent
cleaning market, a relatively small
amount. It is unlikely that very large
amounts of nPB will enter and remain
in the nation’s water supply, because:

e nPB tends to evaporate quickly,
with a calculated half-life of 3.4 hours
in ariver or 4.4 days in a lake due to
volatilization.

e nPB hydrolyzes readily, with a
measured hydrolysis half-life of 26 days
at 25° C and pH 7.

o Ifreleased to the atmosphere, nPB
will exist solely in the vapor phase
based on its vapor pressure of 110.8 mm
Hg. Thus, it is unlikely to be
redeposited in rainwater in significant
amounts. (PBT Profiler, 2007; ICF,
2004a)

Further, because nPB is short-lived
compared to ODS and many ODS
substitutes, it is unlikely that nPB will
create a substantially greater impact
than other acceptable cleaning solvents
and than the ODS it replaces. EPA is
required by the Clean Air Act to
consider whether a replacement for an
ODS is more harmful, overall, to human
health and the environment than other
available or potentially available
substitutes. The available information
shows that nPB will not be more
hazardous than other available,
acceptable solvents if it pollutes water
or soil.

E. Flammability

In the June 2003 NPRM, we proposed
that nPB should not be restricted or
found unacceptable because of
flammability (68 FR 33303). EPA
specifically requested data concerning
the flashpoint of pure nPB, including
the test method used to provide the
data.

Comment: Several manufacturers of
nPB and nPB-based solvents and an
independent contractor stated that nPB
has no flash point under a number of
accepted consensus standards for flash
point. In support of these statements,
the manufacturers of nPB and nPB-
based solvents provided flash point test
data from a number of different test
methods (ASTM D 92 open cup, ASTM
D56 Tag closed cup, and ASTM D93
Pensky-Martens closed cup).

Response: EPA agrees. The test results
provided by the commenters indicates
that nPB has no flash point using a
number of standard test methods,
including ASTM D 92 open cup, ASTM
D56 Tag closed cup, and ASTM D93

Pensky-Martens closed cup. Based on
these data, we find that nPB is not
flammable under standard test
conditions. EPA concludes that nPB
should not be considered unacceptable
on the basis of flammability risks.

F. Legal Authority to Set Exposure
Limits

Comment: Two commenters stated
that EPA has no jurisdiction to develop
any AEL designed to be applicable to a
workplace environment, and that this
right belongs to OSHA.

Response: As an initial matter, EPA
notes that it has not established an AEL
applicable to the workplace in this rule.
Rather, EPA reviewed the available
information to determine what a safe
workplace exposure might be in order to
determine whether use of nPB in the
solvent cleaning sector poses
substantially more risk than use of other
available substitutes. The analysis
performed by EPA imposes no binding
obligation on anyone, particularly in
this case where EPA determined that
nPB is acceptable for use in the solvent
cleaning sector.

Although the Occupational Safety and
Health Act (OSH Act) gives the
Occupational Safety and Health
Administration (OSHA) authority to
issue a rule setting or revising an
occupational safety or health standard
(29 U.S.C. 655(b)), it does not prohibit
other Federal agencies from reviewing
the safe level of exposure under other
statutes that require consideration of the
human health and environmental effects
of a substance. Conversely, although
section 4(b)(1) of the OSH Act prohibits
OSHA from regulating a working
condition addressed by another federal
agency’s regulations affecting
occupational safety or health, this
provision is overridden with respect to
EPA’s exercise of authority under the
Clean Air Act by 42 U.S.C. 7610. That
provision states: “(a) Except as provided
in subsection (b) of this section, this
chapter shall not be construed as
superseding or limiting the authorities
and responsibilities, under any other
provision of law, of the Administrator or
any other Federal officer, department, or
agency.”

Section 612 of the Clean Air Act
expressly recognizes that some
substitutes for ODS may pose more risk
to human health and the environment
than others and expressly requires EPA
to prohibit use of substitutes that pose
more risk than other substitutes that are
currently or potentially available. Thus,
in evaluating whether a substitute
should be found acceptable, we must
compare the risks to human health and
the environment of that substitute to the

risks associated with other substitutes
that are currently or potentially
available.

Our long-standing interpretation is
that worker safety is a factor we
consider in determining whether a
substitute poses significantly greater
risk than other available substitutes. In
the original SNAP rule, we promulgated
the criteria we would review for
purposes of determining whether a
substitute posed more risk than other
available substitutes. Specifically, 40
CFR 82.178(a) specifies the information
we require as part of a SNAP
application and 40 CFR 82.180(a)(7)
identifies the criteria for review.
Notably, we require submitters to
provide information regarding the
exposure data (40 CFR 82.178(a)(10))
and we identify “occupational risks” as
one of the criteria for review (40 CFR
82.180(a)(7)(iv)). In the preamble of the
original SNAP rule, we said that we
would use any available OSHA PELs,
EPA inhalation reference
concentrations, or EPA cancer slope
factor data for a substitute together with
exposure data to explore possible
concerns with toxicity (March 18, 1994;
59 FR 13066). We have reviewed
substitutes based on existing OSHA
PELs, where available, and, where not
available, based on our own assessment
of what level is safe for workers. (See
e.g., March 18, 1994, 59 FR 13044; Sept.
5, 1996, 61 FR 47012; June 8, 1999, 64
FR 30410; June 19, 2000, 65 FR 37900;
December 18, 2000, 65 FR 78977; March
22,2002, 67 FR 13272; August 21, 2003,
68 FR 50533). In making our own
assessment, we review any existing
recommended exposure guidelines and
available scientific studies and use
EPA’s risk assessment guidelines (e.g.,
U.S. EPA, 1994b).

In the case of EPA’s evaluation of
nPB, there is no final OSHA PEL for
EPA to use in evaluating workplace
exposure risks. There is a wide
variability in the workplace exposure
guidelines recommended by
manufacturers of nPB-based products,
ranging from 5 ppm to 100 ppm, thus
providing no definitive value for
evaluating the human health risks of
workplace exposure. The ACGIH has
recently established a TLV for nPB of 10
ppm; however, as discussed above in
section IV.E, EPA has concerns about
the scientific basis for this TLV. As
provided in the original SNAP rule, in
the absence of a definitive workplace
exposure limit set by OSHA, we
evaluated the available information to
establish our own health-based criteria
for evaluating nPB’s human health risks
to workers.
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Comment: A commenter said that
EPA’s authority for the SNAP program
is under section 615 of the Clean Air
Act and that the SNAP program only
has authority to take action based on
effects on the stratosphere. Specifically,
the commenter claims section 615 of the
CAA limits EPA’s authority under title
VI to regulating for purposes of
protecting the stratospheric ozone layer.
Citing section 618, the commenter also
contends that section 618 identified
SNAP requirements as ‘“‘requirements
for the control and abatement of air
pollution” and cites the CAA and EPA
policy documents as identifying
ambient air as air external to buildings.
The commenter also notes that title VI
was intended to implement the
Montreal Protocol and that it replaced
former Part B. The commenter cites
legislative history from the enactment of
Part B that indicated EPA’s authority
under Part B was not intended to pre-
empt authority of other agencies to take
action with respect to hazards in their
areas of jurisdiction and that EPA’s
authority under Part B was only to fill
regulatory gaps and not to supersede
existing authority of other agencies.
With respect to the legislative history of
the 1990 Amendments, the commenter
argues that there is no suggestion that
“EPA has authority to set workplace
worker-exposure standards.” The
commenter also cites legislative history
from the Toxic Substances Control Act
in which Congress indicated EPA’s
authority under that statute does not
extend to setting workplace standards.

Response: While many provisions in
title VI address the regulation of
substances that deplete the stratospheric
ozone layer, section 612 which governs
the SNAP program is broader. The
purpose of Section 612 is to review
substitutes for ODS and Section 612 of
the Clean Air Act clearly requires EPA
to consider both the environmental
effects as well as human health, which
includes both the health of the general
population and workers. EPA believes
there is no doubt that the statutory
language requires EPA to consider
effects beyond those on the
stratospheric ozone layer. In addition,
the legislative history makes clear that
this language is to be interpreted
broadly. Specifically, the report of
House Debate on the Clean Air Act
Amendments provides ‘“the
Administrator shall base risk estimates
on the total environmental risk (toxicity,
flammability, atmospheric, etc.) that is
perceived to exist, not just the risk as it
relates to ozone depletion.” House
Debate on the Clean Air Act
Amendments of 1990 Conference

Report, S—Prt 103—38 at 1337. The
legislative history cited by the
commenter is not pertinent. The
legislative history for Part B of Title I of
the Act is not relevant because that
section was repealed in 1990. Public
Law 101-549, section 601. Nor is the
legislative history for other statutes,
such as TSCA, relevant for determining
what authority Congress granted to EPA
under the CAA.

The commenter incorrectly states that
sections 615 and 618 of the CAA place
limits on EPA’s authority under section
612 of the Act. These provisions
expand, rather than restrict, the
Administrator’s authority. Section 615
is a separate provision of the statute and
provides general authority for the
Administrator to regulate for purposes
of addressing adverse effects to the
stratosphere. This provision does not
explicitly or implicitly purport to limit
the Administrator’s authority under
other provisions of the Act. Rather, it is
a general provision authorizing the
Administrator to regulate for protecting
against adverse effects to the
stratospheric ozone layer.

With respect to section 618, we first
note that the commenter appears to
equate the stratospheric ozone layer
with “ambient air.” In fact, they are two
different things. Ambient air is defined
as “‘that portion of the atmosphere,
external to buildings, to which the
general public has access.” 40 CFR
50.1(e). The stratospheric level generally
extends from 10 to 50 kilometers above
the earth and is not considered air to
which the public has access. [See
http://www.epa.gov/ozone/defns.html].
The definition of “air pollutant”” under
the CAA is defined in terms of
substances emitted to the “ambient air.”
The purpose of section 618 is to make
clear that for purposes of sections 116
(retention of state authority) and 118
(control of pollution from federal
facilities), the provisions in Title VI
governing protection of the stratospheric
ozone layer shall be treated the same as
if they were for the purpose of
controlling and abating ““air pollution”
(i.e., pollution to the ambient air).
Again, this is not for the purpose of
restricting the Administrator’s authority
under any provision of the Act. Rather,
it is for the purpose of extending the
protections of Title VI to programs that
otherwise only address air pollution
(i.e., ambient air, which does not
include the stratospheric ozone layer).

Comment: A commenter stated that
EPA’s claim to authority conflicts with
the Department of Labor’s
administrative “whistleblower” case
law. These cases hold that a
whistleblower action may proceed

under the CAA only when the
complaint concerned substances
emitted to the ambient air. Claims
regarding air quality within the
workplace are brought under the
whistleblower provisions of the OSH
Act.

Response: The commenter overstates
the import of the decisions issued by the
Administrative Review Board. In each of
the cited decisions, the Board examined
the specific circumstances before it to
determine which statutory
whistleblower provision provided the
basis for the claimed action. While
making general pronouncements that
the CAA regulates ambient air and
OSHA regulates air within the
workplace, none of these opinions
specifically addressed the scope of
EPA’s authority under section 612, the
SNAP provisions of the Act.

Comment: A commenter stated that
even if ventilation or other measures
could reduce exposures to below 25
ppm, there is nothing to ensure that
companies will take such measures.
This commenter also stated that he is
aware of nPB formulators that have
already announced they will not adhere
to this voluntary standard. Three
commenters, all representing local
environmental regulators, stated that a
recommendation that worker exposure
be limited to 25 ppm will not carry the
enforcement powers of an OSHA
standard, and that this lack of control
will encourage the use of nPB in
applications beyond those envisioned
by EPA. Another commenter asserted
that the proposed exposure limits (both
the AEL and the STEL) should be
established as use conditions, citing
Section 612 as the basis for EPA’s
authority to do so. This commenter
stated that a precedent has already been
set for EPA to accept an alternative
chemical subject to use conditions—
including that observance of workplace
concentration limits—in the adhesives,
aerosols, and solvent cleaning sectors
(e.g., HCFC-225 ca/cb, HFC—-4310mee,
monochlorotoluenes, benzotrifluorides;
40 CFR part 82, subpart G, appendices
A, B, and D).

Response: EPA agrees that a
recommended AEL from EPA does not
provide the same level of protection as
an enforceable standard from OSHA. We
also agree that EPA has the authority
under section 612 to require use
conditions in those circumstances
where use of a potentially promising
substitute would otherwise be
unacceptable unless those use
conditions are met and there are
significant concerns about the ability of
industry to meet a safe level for use. In
the preamble to the original SNAP rule,
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we recognized that there may be cases
where OSHA has not regulated worker
exposure to a substitute. We went on to
say that “EPA anticipates applying use
conditions only in the rare instances
where clear regulatory gaps exist, and
where an unreasonable risk would exist
in the absence of any conditions.” For
the solvent cleaning end use, we do not
believe that there is an unreasonable
risk in the absence of a use condition.
Available exposure data show that
roughly 88% of samples from nPB users
in solvent cleaning met an exposure
level of 25 ppm, 81% met an exposure
level of 18 ppm, and 70% met an
exposure level of 10 ppm (U.S. EPA,
2003). One nPB supplier provided
evidence that on the few occasions
when nPB concentrations from vapor
degreasers were higher than the
company’s recommended AEL of 25
ppm, users were able to reduce
exposure easily and inexpensively by
changing work practices, such as
reducing drafts near the cleaning
equipment (Kassem, 2003). Therefore,
we expect that users of nPB in the
solvent cleaning sector following typical
industry practices and using typical
equipment for vapor degreasing will
continue to use nPB at levels considered
safe for workers. As noted above, this is
the approach we indicated we would
follow at the time of the original SNAP
rule and we have taken this same
approach for many other solvents where
users are readily able to meet a
workplace exposure limit that will
protect human health and there is no
enforceable OSHA PEL (e.g., HFC—
365mfc and heptafluorocyclopentane at
65 FR 78977, ketones, alcohols, esters,
and hydrocarbons at 59 FR 13044).

Comment: One commenter claims that
section 6 of the Occupational Safety and
Health Act requires OSHA to make
certain legal findings before
promulgating a standard and that
therefore EPA has no authority to
develop any AEL applicable to a
workplace environment. Furthermore,
since OSHA is the only agency that can
make standards applicable in the
workplace, any level developed by EPA
is misleading. The same commenter said
that EPA offers no reasoning as to why
a different methodology for setting an
AEL (from that of OSHA) is necessary or
advisable. Therefore, this commenter
believes that the Agency’s process
violates equal protection unless EPA is
publishing a new standard for chemical
review under SNAP.

Response: In this rulemaking, EPA
has not developed an AEL that is
applicable in any workplace. Rather,
EPA looked at a range of possible AELs
for purposes of determining whether

nPB will pose significantly greater risk
than other substitutes that are available
in the same end use. The range of levels
EPA used for its analysis is not binding.
Moreover, as explained above in section
V.B.2, EPA has concluded that for
purposes of finding nPB acceptable in
the solvent cleaning end use, it is not
necessary to provide a non-binding
recommended workplace exposure limit
because these users in the solvent
cleaning sector are regularly able to
comply with even the lowest level EPA
considered in performing its evaluation.

For standards covering hazardous
chemicals in the workplace, the OSH
Act requires OSHA to set standards that,
to the extent feasible, ensure that
workers do not suffer material
impairments of health. Standards
established by OSHA under their statute
have not typically prohibited the use of
the chemical in any particular
application, but instead establish
performance goals for the use and
handling of hazardous chemicals that
reduce such risks to the extent feasible.
The available information on health
effects of nPB on workers is not
sufficiently well-characterized to
develop a standard based on avoiding
material impairments of health in
workers. Most manufacturers and
organizations that set workplace
exposure limits such as ACGIH and the
American Industrial Hygiene
Association use an approach similar to
EPA’s and do not base exposure limits
on avoiding material impairments of
health in workers. Because of the need
for large amounts of well-characterized
data from the workplace on exposures
and associated health effects to prepare
an AEL to prevent material impairment,
if EPA were to develop AELs for nPB
and other chemicals based on the
approach required by section 6 of the
OSH Act, EPA would effectively be
unable to assess the human health
effects of ODS alternatives in time to
assist industry in transitioning away
from ODS. In order to provide for a
more timely assessment of human
health effects, as well as one that is
consistent with federal guidelines of the
National Academies of Science (NAS,
1983), we have considered exposure
levels following EPA guidance (U.S.
EPA, 1994b). Different substances have
different toxicological effects and those
effects must be considered based on the
best scientific information and
methodologies available. It is incorrect
to claim that such reviews, which focus
on the effects of different substances,
resulted in disparate treatment of nPB.

VI. How can I use nPB as safely as
possible?

Below are actions that will help nPB
users minimize exposure levels:

All End Uses

o All users of nPB should wear
appropriate personal protective
equipment, including chemical goggles,
flexible laminate protective gloves (e.g.,
Viton, Silvershield) and chemical-
resistant clothing. Special care should
be taken to avoid contact with the skin
since nPB, like many halogenated
solvents, can be absorbed through the
skin. Refer to OSHA'’s standard for the
selection and use of Personal Protective
Equipment, 29 CFR 1910.132.

¢ Limit worker exposure to solvents
to minimize any potential adverse
health effects. Workers should avoid
staying for long periods of time in areas
near where they have been using the
solvent. Where possible, shorten the
period during each day when a worker
is exposed. Where respiratory protection
is necessary to limit worker exposures,
respirators must be selected and used in
accordance with OSHA’s Respiratory
Protection standard, 29 CFR 1910.134.

e Use less solvent, or use a different
solvent, either alone or in a mixture
with nPB.

¢ Follow all recommended safety
precautions specified in the
manufacturer’s MSDS.

e Workers should receive safety
training and education that includes
potential health effects of exposure to
nPB, covering information included on
the appropriate MSDSs, as required by
OSHA'’s Hazard Communication
Standard (29 CFR 1910.1200).

¢ Request a confidential consultation
from your State government on all
aspects of occupational safety and
health. You can contact the appropriate
state agency that participates in OSHA’s
consultation program. These contacts
are on OSHA’s Web site at http://
www.osha.gov/oshdir/consult.html. For
further information on OSHA'’s
confidential consultancy program, visit
OSHA'’s web page at http://
www.osha.gov/html/consultation.html.

e Use the employee exposure
monitoring programs and product
stewardship programs where offered by
manufacturers and formulators of nPB-
based products.

e If the manufacturer or formulator of
your nPB-based product does not have
an exposure monitoring program, we
recommend that you start your own
exposure monitoring program, and/or
request a confidential consultation from
your State government. A medical
monitoring program should be
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established for the early detection and
prevention of acute and chronic effects
of exposure to nPB. The workers’
physician(s) should be given
information about the adverse health
effects of exposure to nPB and the
workers’ potential for exposure.

e For non-aerosol solvent cleaning,
follow guidelines in the National
Emissions Standards for Hazardous Air
Pollutant (NESHAP) for halogenated
solvents cleaning if you are using nPB.
The equipment and procedural changes
described in the halogenated solvents
NESHAP can reduce emissions, reduce
solvent losses and lower the cost of
cleaning with organic solvents. For
more information on the halogenated
solvents NESHAP, visit http://
www.epa.gov/ttn/atw/eparules.html and
http://www.epa.gov/ttn/atw/degrea/
halopg.html. We note that these steps
are useful for reducing exposure to any
industrial solvent, and not just nPB.

VII. Statutory and Executive Order
Reviews

A. Executive Order 12866: Regulatory
Planning and Review

Under Executive Order (EO) 12866
(58 FR 51735, October 4, 1993), this
action is a “‘significant regulatory
action.” It raises novel legal or policy
issues arising out of legal mandates, the
President’s priorities, or the principles
set forth in the Executive Order.
Accordingly, EPA submitted this action
to the Office of Management and Budget
(OMB) for review under EO 12866 and
any changes made in response to OMB
recommendations have been
documented in the docket for this
action.

In addition, EPA prepared an analysis
of the potential costs and benefits
associated with this action. This
analysis is contained in the document
“Analysis of Economic Impacts of nPB
Rulemaking.” A copy of the analysis is
available in the docket for this action
(Ref. EPA-HQ-OAR-2002—-0064) and
the analysis is briefly summarized here.

In our analysis, we assumed that
capital costs are annualized over 15
years or less using a discount rate for
determining net present value of 7.0%.
The acceptability determination for
solvents cleaning imposes no
requirements and thus creates no
additional cost to users.

EPA also considered potential costs
end users could incur to meet
acceptable exposure levels if they are
not already achieving it. EPA found that
those users using nPB-based solvents in
a vapor degreaser would save money by
reducing solvent losses, and that the
savings would recover the costs of

emissions controls (e.g., secondary
cooling coils, automated lifts or hoists)
within a year of installation. Based on
evidence from solvent suppliers, EPA
believes that some of those users would
have chosen to use nPB in order to
avoid meeting requirements of the
national emission standard for
halogenated solvents cleaning and that
they would only become aware of the
potential savings due to reduced solvent
usage as a result of this proposal
(Ultronix, 2001; Kassem, 2003;
Tattersall, 2004). Based on available
exposure data for each sector, we
assumed that 81% of nPB users in the
non-aerosol solvent cleaning sector
already achieve exposure levels at the
lowest level that we considered, i.e., 18
ppm (U.S. EPA, 2003). Of those nPB
solvent users with exposure levels
above that, we examined the cost
associated with reducing emissions on
average by 60%.

If all nPB users in solvent cleaning
reduced exposures to 18 ppm, EPA
estimates that users would save up to $2
million dollars per year, overall (U.S.
EPA, 2007). The value will depend on
the number of users that attempt to meet
an acceptable exposure level which is
already being achieved with existing
equipment, the initial exposure level of
cleaning solvent users, the price of nPB,
and the amount of emission control
equipment installed.

B. Paperwork Reduction Act

There are no new requirements for
reporting or recordkeeping or
information collection associated with
this final rule. The final rule merely
allows the use of substitutes for ozone-
depleting substances, without requiring
the collection, keeping, or reporting of
information. OMB has previously
approved the information collection
requirements contained in the existing
regulations in subpart G of 40 CFR part
82 under the provisions of the
Paperwork Reduction Act, 44 U.S.C.
3501 et seq. and has assigned OMB
control number 2060-0226 (EPA ICR
No. 1596.06). This ICR included five
types of respondent reporting and
record-keeping activities pursuant to
SNAP regulations: submission of a
SNAP petition, filing a SNAP//Toxic
Substance Control Act (TSCA)
Addendum, notification for test
marketing activity, record-keeping for
substitutes acceptable subject to use
restrictions, and record-keeping for
small volume uses. A copy of the OMB
approved Information Collection
Request (ICR) may be obtained from
Susan Auby, Collection Strategies
Division; U.S. Environmental Protection
Agency (2822T); 1200 Pennsylvania

Ave., NW., Washington, DC 20460 or by
calling (202) 566—1672.

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 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.

An agency may not conduct or
sponsor, and a person is not required to
respond to a collection of information
unless it displays a currently valid OMB
control number. The OMB control
numbers for EPA’s regulations in 40
CFR are listed in 40 CFR part 9.

C. Regulatory Flexibility Act

The Regulatory Flexibility Act (RFA)
generally requires an agency to prepare
a regulatory flexibility analysis of any
rule subject to notice and comment
rulemaking requirements under the
Administrative Procedure Act or any
other statute unless the agency certifies
that the rule will not have a significant
economic impact on a substantial
number of small entities. Small entities
include small businesses, small
organizations, and small governmental
jurisdictions. The RFA provides default
definitions for each type of small entity.
Small entities are defined as: (1) A small
business as defined by the Small
Business Administration’s (SBA)
regulations at 13 CFR 121.201; (2) a
small governmental jurisdiction that is a
government of a city, county, town,
school district or special district with a
population of less than 50,000; and (3)

a small organization that is any not-for-
profit enterprise which is independently
owned and operated and is not
dominant in its field. However, the RFA
also authorizes an agency to use
alternate definitions for each category of
small entity, “which are appropriate to
the activities of the agency” after
proposing the alternate definition(s) in
the Federal Register and taking
comment. 5 U.S.C. 601(3)—(5). In
addition, to establish an alternate small
business definition, agencies must
consult with SBA’s Office of Advocacy.

For purposes of assessing the impacts
of EPA’s June 2003 proposed rule on
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small entities, EPA proposed to define
“small business” as a small business
with less than 500 employees, rather
than use the individual SBA size
standards for the numerous NAICS
subsectors and codes to simplify the
economic analysis. We solicited
comments on the use of this alternate
definition for this analysis in the June
2003 NPRM and received no public
comments. EPA also consulted with the
SBA'’s Office of Advocacy on the use of
an alternate small business definition of
500 employees. The Office of Advocacy
concurred with EPA’s use of this
alternate definition to analysis the
economic impacts on small businesses
from the use of n-propyl bromide as an
acceptable substitute for use in metals,
precision, and electronics cleaning, and
in aerosols and adhesives end-uses.
Therefore, EPA used this alternate
definition for this final rule. We believe
that no small governments or small
organizations are affected by this rule.
This approach slightly reduced the
number of small businesses included in
our analysis and slightly increased the
percentage of small businesses for
whom the analysis indicated the use of
nPB in metals, precision, and
electronics cleaning may have an
economically significant impact. The
number and types of small businesses
that are subject to this rule have not
changed significantly since the June
2003 proposal. EPA intends to use this
alternate definition of “small business”
for regulatory flexibility analyses under
the RFA for any other rule related to the
use of nPB as a chemical alternative to
ozone-depleting substances (ODS) for
the same end uses in the June 2003
NPRM (e.g., adhesives and aerosol
solvents).

After considering the economic
impacts of this rule on small entities, I
certify that this action will not have a
significant economic impact on a
substantial number of small entities.
EPA estimates that approximately 1470
users of nPB industrial cleaning
solvents (e.g., cleaning with vapor
degreasers) would be subject to this
rule. This rule lists nPB as an acceptable
substitute for ODS. This rule itself does
not impose any binding requirements on
users of nPB, and therefore will not
have a significant economic impact on
a substantial number of small entities.
EPA did however analyze the potential
economic impacts on small businesses
that use nPB for cleaning solvents for
metals cleaning, electronics cleaning, or
precision cleaning. The details of EPA’s
analysis are described in the supporting
materials for this rulemaking (U.S. EPA,
2007). Based on its analysis, EPA

believes businesses using nPB-based
cleaning solvents for metals cleaning,
electronics cleaning, or precision
cleaning would experience significant
cost benefits by reducing spending on
solvent.

D. Unfunded Mandates Reform Act

Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA), Public
Law 1044, establishes requirements for
Federal agencies to assess the effects of
their regulatory actions on State, local,
and tribal governments and the private
sector. Under section 202 of the UMRA,
EPA generally must prepare a written
statement, including a cost-benefit
analysis, for proposed and final rules
with “Federal mandates” that may
result in expenditures to State, local,
and tribal governments, in the aggregate,
or to the private sector, of $100 million
or more in any one year. Before
promulgating an EPA rule for which a
written statement is needed, section 205
of the UMRA generally requires EPA to
identify and consider a reasonable
number of regulatory alternatives and
adopt the least costly, most cost-
effective or least burdensome alternative
that achieves the objectives of the rule.
The provisions of section 205 do not
apply when they are inconsistent with
applicable law. Moreover, section 205
allows EPA to adopt an alternative other
than the least costly, most cost-effective
or least burdensome alternative if the
Administrator publishes with the final
rule an explanation why that alternative
was not adopted. Before EPA establishes
any regulatory requirements that may
significantly or uniquely affect small
governments, including tribal
governments, it must have developed
under section 203 of the UMRA a small
government agency plan. The plan must
provide for notifying potentially
affected small governments, enabling
officials of affected small governments
to have meaningful and timely input in
the development of EPA regulatory
proposals with significant Federal
intergovernmental mandates, and
informing, educating, and advising
small governments on compliance with
the regulatory requirements. EPA has
determined that this rule does not
contain a Federal mandate that may
result in expenditures of $100 million or
more for State, local, and tribal
governments, in the aggregate, or the
private sector in any one year. This final
rule does not affect State, local, or tribal
governments. This rule contains no
enforceable requirements. The impact of
users meeting the AEL range discussed
in the preamble is from a savings of $2
million per year to a cost of $0 million
per year. Therefore, the impact of this

rule on the private sector is less than
$100 million per year. Thus, this rule is
not subject to the requirements of
sections 202 and 205 of the UMRA. EPA
has determined that this rule contains
no regulatory requirements that might
significantly or uniquely affect small
governments. This regulation applies
directly to facilities that use these
substances and not to governmental
entities.

E. Executive Order 13132: Federalism

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 implications” 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.”

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 regulation
applies directly to facilities that use
these substances and not to
governmental entities. Thus, Executive
Order 13132 does not apply to this rule.

F. Executive Order 13175: Consultation
and Coordination With Indian Tribal
Governments

Executive Order 13175, entitled
“Consultation and Coordination with
Indian Tribal Governments” (65 FR
67249, November 6, 2000), requires EPA
to develop an accountable process to
ensure ‘“‘meaningful and timely input by
tribal officials in the development of
regulatory policies that have tribal
implications.” “Policies that have tribal
implications” is defined in the
Executive Order to include regulations
that have ““substantial direct effects on
one or more Indian tribes, on the
relationship between the Federal
government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
government and Indian tribes.”

This final rule does not have tribal
implications. It will not have substantial
direct effects on tribal governments, on
the relationship between the Federal
government and Indian tribes, or on the
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distribution of power and
responsibilities between the Federal
government and Indian tribes, as
specified in Executive Order 13175.

This final rule would not significantly
or uniquely affect the communities of
Indian tribal governments, because this
regulation applies directly to facilities
that use these substances and not to
governmental entities. Thus, Executive
Order 13175 does not apply to this final
rule.

G. Executive Order 13045: Protection of
Children From Environmental Health
and Safety Risks

Executive Order 13045: “Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997) applies to any rule that:
(1) Is determined to be “economically
significant” as defined under Executive
Order 12866, and (2) concerns an
environmental health or safety risk that
EPA has reason to believe may have a
disproportionate effect on children. If
the regulatory action meets both criteria,
the Agency must evaluate the
environmental health or safety effects of
the planned rule on children, and
explain why the planned regulation is
preferable to other potentially effective
and reasonably feasible alternatives
considered by the Agency.

This final rule is not subject to the
Executive Order because it is not
economically significant as defined in
Executive Order 12866, and because the
Agency does not have reason to believe
the environmental health or safety risks
addressed by this action present a
disproportionate risk to children. The
exposure limits and acceptability
listings in this final rule apply to the
workplace. These are areas where we
expect adults are more likely to be
present than children, and thus, the
agents do not put children at risk
disproportionately.

H. Executive Order 13211: Actions That
Significantly Affect Energy Supply,
Distribution, or Use

This rule is not a “significant energy
action” as defined in Executive Order
13211, “Actions Concerning Regulations
That Significantly Affect Energy Supply,
Distribution, or Use” (66 FR 28355 (May
22, 2001)) because it is not likely to
have a significant adverse effect on the
supply, distribution, or use of energy.
This action would impact
manufacturing of various metal,
electronic, medical, and optical
products cleaned with solvents
containing nPB and products made with
adhesives containing nPB. Further, we
have concluded that this rule is not

likely to have any adverse energy
effects.

I. National Technology Transfer and
Advancement Act

Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (“NTTAA”’), Public Law
104-113, section 12(d) (15 U.S.C. 272
note) directs EPA to use voluntary
consensus standards in its regulatory
activities unless to do so would be
inconsistent with applicable law or
otherwise impractical. Voluntary
consensus standards are technical
standards (e.g., materials specifications,
test methods, sampling procedures, and
business practices) that are developed or
adopted by voluntary consensus
standards bodies. The 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. Therefore, EPA did not
consider the use of any voluntary
consensus standards.

J. 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
agency promulgating the rule must
submit a rule report, which includes a
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. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a ““major rule” as
defined by 5 U.S.C. 804(2). This rule
will be effective July 30, 2007.
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Appendix A: Summary of Decision

SOLVENT CLEANING ACCEPTABLE SUBSTITUTE

End uses

Substitute

Decision

Further information

Metals cleaning, electronics
cleaning, and precision
cleaning.

n-propyl bromide (nPB) as
a substitute for CFC—-113
and methyl chloroform.

Acceptable

EPA recommends the use of personal protective
equipment, including chemical goggles, flexible lami-
nate protective gloves and chemical-resistant cloth-
ing.

EPA expects that all users of nPB would comply with
any final Permissible Exposure Limit that the Occu-
pational Safety and Health Administration issues in
the future under 42 U.S.C. 7610(a).

nPB, also known as 1-bromopropane, is Number 106—
94-5 in the Chemical Abstracts Service (CAS) Reg-

istry.
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