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during maintenance periods, which is 
contrary to the intent of the RCDME.

Response: We agree with the 
commenters and have modified the 
referenced requirement as suggested by 
the commenters. 

J. Startup, Shutdown, and Malfunction 
(SSM) 

Comment: Several commenters noted 
inconsistencies between the proposed 
rule and the NESHAP General 
Provisions (40 CFR part 63, subpart A) 
and requested that these inconsistencies 
be resolved by making the final PCWP 
rule consistent with the latest version of 
the General Provisions. 

Response: Approximately 1 month 
prior to publication of the proposed 
PCWP rule, we published proposed 
amendments to the NESHAP General 
Provisions concerning SSM procedures 
(67 FR 72875, December 9, 2002) and 
promulgated them in May 2003 (68 FR 
32585, May 30, 2003). Due to the timing 
of the these rulemakings, the proposed 
PCWP rule language did not reflect our 
most recent decisions regarding SSM. 
To avoid confusion and promote 
consistency, we have written the final 
rule to reference the NESHAP General 
Provisions directly, where applicable, 
and to be more consistent with other 
recently promulgated MACT standards. 
Although the amendments to the 
NESHAP General Provisions regarding 
SSM plans are currently involved in 
litigation, the rule requirements 
promulgated on May 30, 2003, apply to 
the final PCWP NESHAP unless and 
until we promulgate another revision. In 
response to suggestions made by 
commenters, we also consolidated 
several sections to clarify the 
requirements related to SSM and to 
eliminate redundancies in the final rule. 
Specifically, we combined proposed 
§ 63.2250(d) with proposed § 63.2250(a) 
and revised the resulting § 63.2250(a) to 
clarify that the SSM periods mentioned 
in proposed § 63.2250(a) apply to both 
process units and control devices and to 
clarify when the compliance options, 
operating requirements, and work 
practice requirements do and do not 
apply. We also removed proposed 
§ 63.2250(e) from the final rule because 
it was a duplication of proposed 
§ 63.2251(e) regarding control device 
maintenance schedules. In addition, we 
removed proposed § 63.2250(f) related 
to RCO catalyst maintenance because 
this section was misplaced and is not 
consistent with the RCO monitoring 
requirements in today’s final rule. 

K. Risk-Based Approaches 

1. General Comments 

Risk-Based Approaches 

Comment: Numerous commenters 
encouraged EPA to incorporate risk-
based options which would exclude 
facilities that pose no significant risk to 
public health or the environment. 
Commenters stated that inclusion of risk 
provisions has the potential to achieve 
overall environmentally superior results 
in a cost-effective manner, particularly 
in cases where criteria pollutants from 
control devices (i.e., incinerators) may 
result in greater impacts that the HAP 
emissions that they control. In 
particular, the commenter referred to 
EPA’s projection that adoption of MACT 
floor level controls would result in 
increased emissions of NOX, a precursor 
to ozone and PM. According to the 
commenter, the proposed rule (without 
risk provisions) would work against the 
industry’s voluntary commitment to 
reduce the emissions of greenhouse 
gases by 12 percent over the next 10 
years. The commenter concluded that, 
in its proposed form, the rule would 
impose significant additional cost with 
virtually no gain to either the 
environment or the health. The 
commenter stated that facilities wishing 
to take advantage of the risk-based 
exemption would take a federally-
enforceable permit limit that would 
guarantee that their emissions remain 
below the risk-based emission standard. 
This would constitute an emission 
limitation, within the statutory 
definition of the term, and it would 
allow facilities to forego the installation 
of incinerators where they are not 
warranted by public health and 
environmental considerations, the 
commenter claimed. 

Some commenters argued that the 
risk-based options are legally justified, 
protective of human health and the 
environment, and economically 
sensible. These commenters stated that 
the risk-based options are supported 
under the CAA, through EPA’s authority 
under sections 112(d)(4) and 112(c)(9) to 
set emission standards other than 
MACT for certain low-risk facilities and 
delist technology-defined low-risk 
subcategories, respectively, and through 
what they claimed is EPA’s inherent de 
minimis authority to avoid undertaking 
regulatory action in the absence of 
meaningful risk. One commenter 
pointed out that, by meeting the 
stringent health benchmarks necessary 
to qualify for the risk-based compliance 
approaches, facilities already would 
have satisfied the residual risk 
provisions 8 years ahead of the statutory 

requirements set forth in section 112(f) 
of the CAA. 

Two commenters believed that the 
risk-based approach would particularly 
benefit small mills located in rural areas 
with timber-dependent economies. One 
commenter stated that, by offering 
manufacturers an opportunity to apply 
for subcategorization on a site-specific 
basis, facilities that are remotely 
located, or which were originally 
planned and sited with thorough 
consideration of airshed impacts, would 
not be unduly burdened with MACT 
requirements which yield little or no 
public health benefits. 

Some commenters argued that such 
low-risk facilities should not be 
burdened with the requirements of 
MACT. One commenter noted that the 
regulatory framework exists within their 
State to implement a risk-based 
approach. Another commenter agreed 
with the concept of a risk-based 
approach but stated that it would not be 
appropriate for State and local programs 
to determine which facilities should be 
exempted from MACT. Another 
commenter suggested that exemptions 
be provided on a case-by-case basis to 
individual facilities that are able to 
demonstrate that they pose no 
significant risk to public health or the 
environment. 

Several commenters opposed the risk-
based exemptions. Two commenters 
stated that the use of risk-based 
concepts to evade MACT applicability is 
contrary to the intent of the CAA and is 
based on a flawed interpretation of 
section 112(d)(4) written by an industry 
subject to regulation. One commenter 
added that the CAA requires a 
technology-based floor level of control 
and does not provide exclusions for risk 
or secondary impacts in applying the 
MACT floor. The other commenter was 
concerned about industry’s 
unprecedented proposal to include de 
minimis exemptions and cost in the 
MACT standard process. The 
commenter stated that including case-
by-case risk-based exemptions would 
jeopardize the effectiveness of the 
national air toxics program to 
adequately protect public health and the 
environment and to establish a level 
playing field. A third commenter noted 
that subcategorization and source 
category deletions under CAA section 
112(c) have been implemented several 
times since the MACT program began. 

Some commenters pointed out that 
they have not been able to comment on 
the technical merit of the risk analysis 
employed by the EPA. They argued that, 
until the residual risk analysis 
procedures have been implemented via 
the CAA section 112(f) process, risk 
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analysis should not be used in making 
MACT determinations pursuant to CAA 
section 112(d)(4). Also, risk analysis 
could never be used to establish a 
MACT floor. 

One commenter pointed out that, in 
separate rulemakings and lawsuits, EPA 
adopted legal positions and policies that 
they claimed refute and contradict the 
very risk-based and cost-based 
approaches contained in the proposal. 
In these other arenas, EPA properly 
rejected risk assessment to alter the 
establishment of MACT standards. The 
EPA also properly rejected cost in 
determining MACT floors and in 
denying a basis for avoiding the MACT 
floor. 

Response: We feel that the assertions 
by one commenter about the 
environmental disbenefits of the PCWP 
rule as proposed are overstated. We 
disagree that the PCWP industry as a 
whole poses a small-to-insignificant risk 
to human health and the environment. 
However, we acknowledge that there are 
some PCWP affected sources that pose 
little risk to human health and the 
environment. Consequently, we have 
included an option in today’s final 
PCWP rule that would allow individual 
affected sources to be found eligible for 
membership in a delisted low-risk 
subcategory if they demonstrate that 
they do not pose a significant risk to 
human health or the environment. The 
low-risk subcategory delisting in today’s 
final PCWP rule is based on our 
authority under CAA sections 112(c)(1) 
and (9). The statute requires that 
categories or subcategories meet specific 
risk criteria in order to be delisted. To 
determine whether source categories 
and subcategories, and their constituent 
sources, meet these criteria, risk 
analyses may be used. We disagree with 
the commenter that we must wait for 
implementation of CAA section 112(f) 
before utilizing risk analysis in this 
manner. Section 112(d)(1) of the CAA 
gives us the authority to distinguish 
among classes, types, and sizes of 
sources within a category, and CAA 
section 112(c)(1) does not restrict our 
authority to base categories and 
subcategories on other appropriate 
criteria. As discussed in more detail 
elsewhere in this notice, we feel these 
provisions of the CAA allow us to 
define a subcategory of sources in terms 
of risk. Thus, the low-risk subcategory 
of PCWP affected sources is defined in 
terms of risk, not cost. We are not 
subcategorizing or determining MACT 
floors based on cost. Furthermore, 
because most affected sources will make 
their low-risk demonstrations following 
promulgation of today’s final PCWP 
rule, the MACT level of emissions 

reduction required by today’s final rule 
is not affected by affected sources 
becoming part of the low-risk 
subcategory. 

We are not pursuing the risk-based 
exemptions based on CAA section 
112(d)(4). We do not feel that a risk-
based approach based on section 
112(d)(4) is appropriate for the PCWP 
industry because PCWP facilities emit 
HAP for which no health thresholds 
have been established and because the 
legislative history of the 1990 
Amendments to the CAA indicates that 
Congress considered and rejected 
allowing us to grant such source-
specific exemptions from the MACT 
floor. We also are not relying on de 
minimis authority. Legal issues 
associated with the risk-based 
provisions are addressed elsewhere in 
this preamble.

In today’s final PCWP rule, we are 
identifying the criteria we will use to 
identify low-risk PCWP affected sources 
and requesting that any candidate 
affected sources, in addition to the 
affected sources already identified as 
low risk in today’s action, submit 
information to us based on those criteria 
so that we can evaluate whether they 
might be low-risk. Today’s final PCWP 
rule also establishes a low-risk PCWP 
subcategory based on the criteria (and 
including several identified affected 
sources) and delists the subcategory 
based on our finding that no source that 
would be eligible to be included in the 
subcategory based on our adopted 
criteria emits HAP at levels that exceed 
the thresholds specified in section 
112(c)(9)(B) of the CAA. To be found 
eligible to be included in the delisted 
source category, affected sources will 
have to demonstrate to us that they meet 
the criteria established by today’s final 
PCWP rule and assume federally 
enforceable limitations that ensure their 
HAP emissions do not subsequently 
increase to exceed levels reflected in 
their eligibility demonstrations. 

The criteria defining the low-risk 
subcategory of PCWP affected sources 
are included in appendix B to subpart 
DDDD of 40 CFR part 63. The criteria in 
the appendix were developed for and 
apply only to the PCWP industry and 
are not applicable to other industries. 
Today’s final PCWP rule provides two 
ways that an affected source may 
demonstrate that it is part of the low-
risk subcategory of PCWP affected 
sources. First, look-up tables allow 
affected sources to determine, using a 
limited number of site-specific input 
parameters, whether emissions from 
their sources might cause a hazard 
index (HI) limit for noncarcinogens or a 
cancer benchmark of one in a million to 

be exceeded. Second, a site-specific 
modeling approach can be used by those 
affected sources that cannot 
demonstrate that they are part of the 
low-risk subcategory using the look-up 
tables. 

The low-risk subcategory delisting 
that is included in today’s final PCWP 
rule is intended to avoid imposing 
unnecessary controls on affected 
sources that pose little risk to human 
health or the environment. Facilities 
will have to select controls or other 
methods of limiting risk and then 
demonstrate, using appendix B to 
subpart DDDD of 40 CFR part 63 and 
other analytical tools, such as the ‘‘Air 
Toxics Risk Assessment Reference 
Library,’’ if appropriate in a source’s 
case, that their emissions qualify them 
to be included in the low-risk 
subcategory, and, therefore, to not be 
subject to the MACT compliance 
options included in today’s final PCWP 
rule. 

Comment: Several commenters 
objected to EPA using the preambles of 
individual rule proposals as the forum 
for introducing significant changes in 
the way that MACT standards are 
established. The commenter believed 
that allowing risk-based exemptions 
requires statutory changes. A third 
commenter expressed concern that other 
parties may miss commenting on the 
risk-based exemptions because they are 
contained within six separate proposals. 
The commenter added that to give the 
issue full consideration, the risk 
provisions should not be adopted 
within any of the final rules but should 
be addressed in one place, such as in 
revisions to the General Provisions of 40 
CFR part 63, subpart A. 

Response: The discussion of risk-
based provisions in MACT was 
included in individual proposals for 
several reasons. First, we recognize that 
such provisions might only be 
appropriate for certain source 
categories, and our decision-making 
process required source category-
specific input from stakeholders. 
Second, the 10-year MACT standards, 
which are now being completed, are the 
last group of MACT standards currently 
planned for development, and for any 
risk provisions to be useful, the 
provisions must be finalized in a timely 
manner. We do not agree that statutory 
changes are necessary because of the 
discretion provided to the 
Administrator under CAA section 
112(d)(1) to distinguish among classes, 
types, and sizes of sources within a 
category and under CAA section 
112(c)(1) to base categories and 
subcategories on any appropriate 
criteria. We consider low-risk affected 
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sources to be an appropriate subcategory 
of sources within the PCWP source 
category. 

Comment: Several commenters stated 
that the risk-based exemption proposal 
removes the level playing field that 
would result from the proper 
implementation of technology-based 
MACT standards. According to the 
commenters, establishing a baseline 
level of control is essential to prevent 
industry from moving to areas of the 
country that have the least stringent air 
toxics programs, which was one of the 
primary goals of developing a uniform 
national air toxics program under 
section 112 of the 1990 CAA 
amendments. The commenters argued 
that risk-based approaches would 
jeopardize future reductions of HAP in 
a uniform and consistent manner across 
the nation. One commenter stated that 
National Air Toxics Assessment (NATA) 
data show that virtually no area of the 
country has escaped measurable 
concentrations of toxic air pollution. 
The NATA information indicates that 
exposure to air toxics is high in both 
densely populated and remote rural 
areas. 

One commenter disagreed with the 
assertion that the level playing field 
would be removed. The commenter 
pointed out that the argument that EPA 
should impose unnecessary and 
potentially environmentally damaging 
controls for the sole purpose of 
equalizing control costs across facilities 
would be at odds with the stated 
purpose of the CAA. According to the 
commenter, the claim that the risk-
based approach would favor facilities 
located away from population centers is 
incorrect. As contemplated, the risk-
based approaches to the NESHAP would 
be keyed to the comparison of health 
benchmarks with reasonable maximum 
chronic and acute exposures. According 
to the commenter, the presence or 
absence of human populations would 
have no effect on whether facilities 
would qualify. 

Response: We agree that one of the 
primary goals of developing a uniform 
national air toxics program under 
section 112 of the 1990 CAA 
amendments was to establish a level 
playing field. We do not feel that 
defining a low-risk subcategory in 
today’s final PCWP rule does anything 
to remove the level playing field for 
PCWP facilities. Today’s final PCWP 
rule and its criteria for demonstrating 
eligibility for the delisted low-risk 
subcategory apply uniformly to all 
PCWP facilities across the nation. 
Today’s final PCWP rule establishes a 
baseline level of emission reduction or 
a baseline level of risk (for the low-risk 

subcategory). All PCWP affected sources 
are subject to these same baseline levels, 
and all facilities have the same 
opportunity to demonstrate that they are 
part of the delisted low-risk 
subcategory. The criteria for the low-risk 
subcategory are not dependent on local 
air toxics programs. Therefore, concerns 
regarding facilities moving to areas of 
the country with less-stringent air toxics 
programs should be alleviated.

Although NATA may show 
measurable concentrations of toxic air 
pollution across the country, these data 
do not suggest that PCWP facilities that 
do not contribute to the high exposures 
and risk should be included in MACT 
regulations, notwithstanding our 
authority under CAA section 112(c)(9). 

Comment: One commenter stated that 
the dockets for the MACT proposals that 
contain the risk approaches make it 
clear that the White House Office of 
Management and Budget (OMB) and 
industry were the driving forces behind 
the appearance of these unlawful 
approaches in EPA’s proposals. The 
commenter condemned the industry-
driven agenda that it claimed is being 
promoted by the White House OMB. 

A second commenter stated that the 
accusations that EPA succumbed to 
industry lobbying and internal pressures 
are entirely unfounded. 

Response: We are required by 
Executive Order 12866 to submit to 
OMB for review all proposed and final 
rulemaking packages that would have 
an annual effect on the economy of $100 
million or more. The comments we 
received from OMB reflect their position 
that low-risk facilities do not warrant 
regulation. However, the commenter is 
incorrect in implying that we have not 
exercised our independent judgment in 
addressing these issues. Our rationale 
for adopting the risk-based approach in 
this PCWP rulemaking is that such an 
approach is fully authorized under the 
CAA. This rule reflects the EPA 
Administrator’s appropriate use of 
discretion to use CAA section 112(c)(9) 
to delist a low-risk subcategory. 

Effects on MACT Program 
Comment: Several commenters 

expressed concern about the impact of 
a risk-based approach on the MACT 
program. Some commenters stated that 
the proposal to include risk-based 
exemptions is contrary to the 1990 CAA 
Amendments, which calls for MACT 
standards based on technology rather 
than risk as a first step. The commenters 
pointed out that Congress incorporated 
the residual risk program under CAA 
section 112(f) to follow the MACT 
standards, not to replace them. One 
commenter added that risk-based 

approaches would be used separately to 
augment and improve technology-based 
standards that do not adequately 
provide protection to the public. 

Another commenter believed that 
CAA section 112(d)(4) and the 
regulatory precedent established in over 
80 MACT standards reject the inclusion 
of risk in the first phase of the MACT 
standards process. The commenter 
argued that the use of risk assessment at 
this stage of the MACT program is, in 
fact, directly opposed to title III of the 
CAA. 

Response: We disagree that inclusion 
of a low-risk subcategory in today’s final 
PCWP rule is contrary to the 1990 CAA 
Amendments. The PCWP MACT rule is 
a technology-based standard developed 
using the procedures dictated by section 
112 of the CAA. The only difference 
between today’s final PCWP rule and 
other MACT rules is that we used our 
discretion under CAA sections 112(c)(1) 
and (9) to subcategorize and delist low-
risk affected sources, in addition to 
fulfilling our duties under CAA section 
112(d) to set MACT. The CAA requires 
that categories or subcategories meet 
specific risk criteria, and to determine 
this, risk analyses may be used. We 
disagree with the commenter that we 
must wait for implementation of CAA 
section 112(f) before utilizing risk 
analysis in this manner. We feel that 
today’s final PCWP rule is particularly 
well-suited for a risk-based option 
because of the specific pollutants that 
are emitted by PCWP sources. For many 
affected sources, the pollutants are 
emitted in amounts that pose little risk 
to the surrounding population. 
However, the cost of controlling these 
pollutants is high, and may not be 
justified by environmental benefits for 
these low-risk affected sources. Only 
those PCWP affected sources that 
demonstrate that they are low risk are 
eligible for inclusion in the delisted 
low-risk subcategory. The criteria 
included in today’s final PCWP rule 
defining the delisted low-risk 
subcategory are based on sufficient 
information to develop health-protective 
estimates of risk and will provide ample 
protection of human health and the 
environment. 

Inclusion of a low-risk subcategory in 
today’s final PCWP rule does not alter 
the MACT program or affect the 
schedule for promulgation of the 
remaining MACT standards. We 
recognize that such provisions are only 
appropriate for certain source 
categories, and our decision-making 
process required source category-
specific input from stakeholders. The 
10-year MACT standards, which are 
now being completed, are the last group 
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of MACT standards currently planned 
for development, and for any risk 
provisions to be useful, the provisions 
must be finalized in a timely manner. 

Comment: Several commenters stated 
that the inclusion of a risk-based 
approach would delay the MACT 
program and/or promulgation of the 
PCWP MACT standard. If the proposed 
approaches are inserted into upcoming 
standards, the commenters feared the 
MACT program (which is already far 
behind schedule) would be further 
delayed.

One commenter stated that they were 
strongly opposed to returning to the 
morass of risk-based analysis in an 
attempt to preempt the application of 
technology-based MACT standards and 
exempt facilities. The commenter stated 
that designing a risk-based analysis 
procedure would also take significant 
resources, as evidenced by the fact that 
it took five plus pages in the Federal 
Register to discuss just the basic issues 
to be considered in the analysis. The 
commenter indicated that the demand 
on government resources could cause a 
delay in the application of MACT 
nationwide. The commenter stated that 
EPA should also consider the issue of 
fairness since the rest of the industrial 
sector whose NESHAP have already 
been promulgated did not have a risk-
based option. 

Another commenter stated that it is 
evident that the proposed risk-based 
exemptions would require extensive 
debate and review in order to launch, 
which would further delay 
promulgation of the remaining MACT 
standards. The commenter stated that 
delays could be exacerbated by 
litigation following legal challenges to 
the rules, and such delays would trigger 
the CAA section 112(j) MACT hammer 
provision, which would unnecessarily 
burden the State and local agencies and 
the industries. The commenter 
concluded that, obviously, further delay 
is unacceptable. Another commenter 
agreed, stating that it is imperative that 
EPA meet the new deadlines for 
promulgating the final MACT standards. 

Two commenters stated that EPA’s 
proposal to improperly incorporate risk 
assessment into the technology-based 
standard process would cripple a MACT 
program already in disarray. The 
commenters argued that the risk-based 
approach could exacerbate the delay in 
HAP emissions reductions required by 
CAA section 112. One commenter noted 
that EPA’s Office of Inspector General 
recently found that EPA is nearly 2 
years behind in fulfilling its statutory 
responsibilities for implementing Phase 
1 MACT standards. According to the 
commenter, this delay potentially harms 

the public and environment. The 
inclusion of risk-based exemptions in 
10-year MACT standards would only 
further delay this process. The other 
commenter noted that EPA lacks 
adequate emissions and exposure data, 
source characterization data, and health 
and ecological effects information to 
conduct this process anyway. This 
commenter believed that the air toxics 
program is flawed and failing to protect 
public health and the environment and 
argued that it was irresponsible for EPA 
to pursue a deregulatory agenda that 
would further weaken the effectiveness 
of the air toxics program. The 
commenter noted that EPA 
acknowledged the complexity and 
delays associated with the proposed 
risk-based approaches in deciding not to 
adopt the approaches in the final BSCP 
rule. 

Response: We disagree that 
identification and delisting of a low-risk 
subcategory in today’s final PCWP rule 
will alter the MACT program or affect 
the schedule for promulgation of the 
remaining MACT standards, especially 
the PCWP MACT rule. In fact, it has not 
caused such a delay for the final rule. 
We do not anticipate any further delays 
in completing the remaining MACT 
standards. The delisting of a low-risk 
subcategory in today’s final PCWP rule 
affects only the PCWP rule, and not any 
other MACT standards. 

We feel that the final PCWP rule is 
particularly well-suited for a risk-based 
option because of the specific pollutants 
that are emitted. For many affected 
sources, the pollutants are emitted in 
amounts that pose little risk to the 
surrounding population. However, the 
cost of controlling these pollutants is 
high and may not be justified by 
environmental benefits for these low-
risk facilities. Only those PCWP affected 
sources that demonstrate that they are 
low risk are eligible for inclusion in the 
delisted low-risk subcategory. The 
criteria defining the delisted low-risk 
subcategory are based on sufficient 
information to develop health-protective 
estimates of risk and will provide ample 
protection of human health and the 
environment. 

The final PCWP NESHAP is being 
promulgated by the February 2004 
court-ordered deadline. Any delays in 
implementation of the final PCWP 
NESHAP caused by legal challenges, 
which could and often do occur for any 
MACT standard we promulgate without 
a risk-based approach, are beyond our 
control. 

2. Legal Authority 

Section 112(d)(4) of the CAA 
Comment: We received multiple 

comments stating that CAA section 
112(d)(4) provides EPA with authority 
to exclude sources that emit threshold 
pollutants from regulation. We also 
received multiple comments disagreeing 
that CAA section 112(d)(4) can be 
interpreted to allow exemptions for 
individual sources. Several commenters 
supported the use of a CAA section 
112(d)(4) applicability cutoffs for both 
threshold and non-threshold pollutants. 

Response: We feel that section 
112(d)(4) does not give us the authority 
to exempt affected sources or emission 
points from MACT limitations on non-
threshold pollutant emissions. All 
PCWP facilities emit carcinogens (e.g., 
formaldehyde), that are currently 
considered non-threshold pollutants. 
Therefore, we are not using section 
112(d)(4) authority to create risk-based 
options for PCWP. 

We are not setting a risk-based 
emission limit, but, rather, we are using 
our CAA section 112(c)(9) authority to 
delist affected sources that demonstrate 
they meet the risk and hazard criteria 
for being included in this low-risk 
subcategory. 

De minimis 
Comment: Some commenters 

attempted to identify a source of 
authority for risk-based approaches 
under the de minimis doctrine 
articulated by appellate courts. The 
commenters cited case law which they 
believe holds EPA may exempt de 
minimis sources of risk from MACT-
level controls because the mandate of 
CAA section 112 is not extraordinarily 
rigid and the exemption is consistent 
with the CAA’s health-protective 
purpose. The commenters argued that 
CAA sections 112(c)(9) and 112(f)(2) 
indicate that Congress considered a 
cancer risk below one in a million to be 
de minimis and, therefore, insufficient 
to justify regulation under section 112. 
The commenters stated that EPA’s 
exercise of de minimis authority has 
withstood judicial challenge, and that 
application of de minimis authority is 
based on the degree of risk at issue, not 
on the mass of emissions to be 
regulated.

Other commenters argued that de 
minimis authority does not exist to 
create MACT exemptions on a facility-
by-facility or category-wide basis. The 
commenters stated that EPA lacks de 
minimis authority to delist 
subcategories based on risk. The 
commenters further noted that EPA has 
not revealed any administrative record 
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justifying a de minimis exemption, to 
demonstrate that compliance with 
MACT would yield a gain of trivial or 
no value. 

Response: We are not relying on de 
minimis principles for today’s action, 
and therefore, do not need to respond to 
these comments. 

Section 112(c)(9) of the CAA 
Comment: Two commenters opposed 

using subcategorization as a mechanism 
to exempt facilities. One of the 
commenters stated that 
subcategorization is a tool that should 
be used in the standard setting process, 
and using it to exempt facilities would 
have a detrimental effect on the 
stringency of the MACT floor and would 
generally degrade the standard. 
According to the commenter, the two-
step subcategorization proposal is 
inconsistent with how subcategorization 
has been done in numerous previous 
NESHAP. 

The other commenter argued that 
EPA’s subcategorization theories are 
unlawful. According to the commenter, 
CAA section 112(c)(9) does not 
authorize EPA to separate identical 
pollution sources into subcategories that 
are regulated differently to weed out 
low-risk facilities or reduce the scope/
cost of the standard. The commenter 
stated that subcategories based solely on 
risk do not bear a reasonable 
relationship to Congress’ technology-
based approach or the statutory 
structure and purposes of CAA section 
112, and are not authorized by the CAA. 
According to the commenter, categories 
and subcategories are required to be 
consistent with the categories of 
stationary sources in CAA section 111. 
The commenter was not aware of any 
instance in which EPA has established 
categories or subcategories based on 
risk. The commenter stated that EPA 
routinely defines subcategories based on 
equipment characteristics (e.g., 
technical differences in emissions 
characteristics, processes, control device 
applicability, or opportunities for P2). 
According to the commenter, EPA has 
not offered any explanation for why 
reinterpreting the statute to ignore 
nearly 12 years of settled practices and 
expectations under the MACT program 
is reasonable, nor why reducing the 
applicability of HAP emission standards 
serves Congress’s goals in enacting the 
1990 CAA Amendments. 

The commenter noted that EPA’s 
discussion of the risk-based exemptions 
was contained in a preamble section 
entitled, ‘‘Can We Achieve the Goals of 
the Proposed Rule in a Less Costly 
Manner,’’ which strongly suggests that 
EPA’s motivation for considering these 

risk-based approaches is consideration 
of cost. The commenter cited prior EPA 
documentation and stated that EPA in 
the past has rejected the notion that cost 
should influence MACT determination, 
and this prior, consistently applied 
interpretation better serves the purposes 
of CAA section 112. The commenter 
argued that subcategorizing to set a no-
control MACT floor is the same as 
refusing to set a MACT standard 
because the benefits would be 
negligible, which is unlawful. 

The commenter also stated that CAA 
section 112(c)(9)(B)(i) does not 
authorize EPA to delist subcategories. 
According to the commenter, section 
112(c)(9)(B) contains two subsections: 
subsection (i) refers only to categories, 
and subsection (ii) refers to both 
categories and subcategories. The 
commenter argued that the absence of 
the term ‘‘subcategories’’ in section 
112(c)(9)(B)(i) indicates a Congressional 
choice not to permit the Administrator 
to delist subcategories of sources under 
section 112(c)(9)(B). The commenter 
stated that this is consistent with 
Congress’ decision to require a higher 
standard to delist categories that emit 
carcinogens. According to the 
commenter, the section 112(c)(9)(B)(ii) 
requirement of less than one in a 
million lifetime cancer risk for the most 
exposed individual is a higher and more 
specific standard than the standard for 
other HAP.

To the contrary, two commenters 
stated that EPA has ample authority 
under CAA sections 112(c)(1) and 
112(c)(9) to create and delist low-risk 
categories or subcategories. According 
to the commenters, section 112(c)(1) 
provides the Administrator with 
significant flexibility to create categories 
and subcategories as needed to 
implement CAA section 112. One 
commenter stated that there is nothing 
in the statute that limits the criteria the 
Administrator can use in establishing 
categories and subcategories. The 
commenter added that there is also 
nothing in the history of EPA’s 
interpretation of section 112(c) that 
precludes subcategorization based on 
risk. In addition, EPA has stated that 
emission characteristics are factors to be 
considered when defining categories. 

The commenter stated that 
application of statutory authority to 
exclude sources from regulation under 
section 112(d)(3) is also supported by 
relevant case law, e.g., in the Vinyl 
Chloride case. (NRDC v. EPA, 824 F.2D 
1126 (D.C. Cir. 1987)) According to the 
commenter, the court in that case 
established a range of acceptable levels 
of risk in establishing limits under prior 
language in section 112, and the 

establishment of an acceptable level of 
risk could be used to create a low-risk 
subcategory that could be delisted. The 
commenter stated that technological or 
operational differences among sources 
may also help discriminate between 
low-risk and high-risk sources. The 
commenter stated that effective use of 
section 112(c)(1) authority to create risk-
based subcategories would significantly 
improve the cost-effectiveness of the 
section 112 program without 
undermining its role in protecting 
public health and the environment. 

Both commenters noted that CAA 
section 112(c)(9)(B) provides EPA with 
broad authority to remove from MACT 
applicability those categories and 
subcategories of facilities whose HAP 
emissions are sufficiently low as to 
demonstrate a cancer risk less than one 
in a million to the most exposed 
individual in the population (for non-
threshold carcinogens) and no adverse 
environmental or public health effect 
(for threshold HAP). (The commenter 
asserted that Congress used the terms 
category and subcategory 
interchangeably, indicating that either 
one can be delisted.) One commenter 
suggested that sources able to 
demonstrate a basis for inclusion in the 
delisted category on a case-by-case basis 
would then be exempted from the 
MACT, subject to possible federally-
enforceable conditions designed by 
EPA. The commenter stated that the 
new category could include the 
following: all low-risk facilities, 
facilities producing wood products 
found to pose no expected risk to 
human health (i.e., fiberboard, medium 
density fiberboard and plywood), 
facilities with acrolein emissions below 
a certain threshold, or facilities selected 
on the basis of some other risk criterion. 
The commenter suggested that the low-
risk category be included in the final 
rule and delisted within 6 months 
following publication of the final rule. 
The delisting notices would designate 
health benchmarks and facilities would 
be required to submit evidence (e.g., 
tiered dispersion modeling) 
demonstrating that their emissions 
result in exposures that fall below the 
benchmarks. Following delisting of the 
category, an affected source could apply 
to EPA for a determination that it 
qualifies for inclusion in the low-risk 
category. After evaluating the source’s 
petition, EPA would issue a written 
determination of applicability based on 
the petition that would be binding on 
the permitting authority (unless the 
petition was found to contain significant 
errors or omissions) and appealable by 
the affected source or interested parties. 
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The EPA could require all facilities that 
qualify for inclusion in the delisted 
category to comply with federally-
enforceable conditions, similar to the 
conditions established in permits for 
synthetic minor sources (e.g., limits on 
potential to emit, production limits). 

The commenter also responded to 
objections regarding the 
subcategorization and delisting of low-
risk facilities. The commenter stated 
that the contrasting of the terms 
category and subcategory offered a 
distinction that in no way limited EPA’s 
authority to delist low-risk facilities. 
According to the commenter, the 
argument that EPA cannot create 
subcategories based on risk is 
contradicted by the statutory language, 
which expressly states that the 
categories and subcategories EPA 
creates under CAA section 112 need not 
match those created under CAA section 
111. Furthermore, prior EPA statements 
do nothing to detract from EPA’s broad 
discretion to establish categories and 
subcategories. The subcategorization 
factors previously discussed by EPA 
justify subcategorization based on risk. 
The authority cited by one commenter 
does not establish that EPA’s discretion 
to alter subcategorization is limited in 
any way, and even if it were, EPA is not 
bound by any prior position. The 
arguments that EPA may not delist 
subcategories for carcinogens (or 
sources emitting carcinogens) rest on a 
formalistic distinction that EPA 
previously has rejected as meaningless, 
and that, at any rate, can be remedied 
with a simple recasting of a subcategory 
as a category. The commenter stated that 
doing so is undisputedly within EPA’s 
authority.

Three commenters addressed the 
issue of subcategorizing PCWP facilities 
based on characteristics other than risk. 
One commenter stated that the only 
option that appears consistent with the 
CAA, does not create excessive work for 
State and local agencies, and may be 
able to be based on science, is the 
subcategorization and delisting 
approach. However, the commenter 
added that the subcategories should be 
based on equipment or fuel use, not 
risk. The commenter stated that a 
subcategory based on site-specific risk 
creates a circular definition and does 
not make sense. The commenter also 
stated that subcategory delisting should 
occur before the compliance date so that 
facilities do not put off compliance in 
the hope or anticipation of delisting. 

The second commenter stated that 
EPA requested comment on the 
establishment of PCWP subcategories 
ostensibly based on physical and 
operational characteristics, but in reality 

based on risk. According to the 
commenter, this indirect approach is 
just a variation on the approach (direct 
reliance on risk) that it claims EPA itself 
notes would disrupt and weaken 
establishment of MACT floors, and is 
accordingly unlawful. The commenter 
stated that, even if these approaches 
were lawful, to the extent that EPA’s 
proposal could be read to suggest that 
facilities could be allowed to become 
part of the allegedly low-risk 
subcategory in the future without 
additional EPA rulemaking, this too 
would be unlawful. According to the 
commenter, CAA section 112(c)(9) 
provides the EPA Administrator alone 
the authority to make delisting 
determinations, and such authority may 
not be delegated to other government 
authorities or private parties. The 
commenter stated that EPA’s proposal 
suggests an approach entirely backward 
from the statute-allowing sources to 
demonstrate after-the-fact that they 
belong in a subcategory that has been 
delisted under section 112(c)(9), when 
the statute requires that EPA determine 
that no source in the category emits 
cancer-causing HAP above specified 
levels, or that no source in the category 
or subcategory emit non-carcinogenic 
HAP above specified levels, by the time 
EPA establishes the standard. The 
commenter stated that EPA has 
provided no explanation of how the 
suggested approaches would be lawful 
or workable. 

The third commenter indicated that 
low risk is an adequate and appropriate 
criterion for categorization. The 
commenter disagreed that EPA should 
create and delist categories on a 
technology basis when the intent is 
delisting of low-risk facilities. The 
commenter believed that seeking a 
technology-based surrogate for risk is 
unnecessary within the statutory 
framework. The commenter noted that 
the Congressional intent was ‘‘to avoid 
regulatory costs which would be 
without public health benefit.’’ (S. Rep. 
No. 228, 101st Cong., 1st. Sess. 175–6 
(1990)) Nevertheless, the commenter 
described some technology-based 
criteria that they believed could be used 
to develop low-risk groups of PCWP 
facilities. 

Four commenters addressed the 
impact that creation of a low-risk 
subcategory under CAA section 
112(c)(9) could have on the 
establishment of MACT floors for the 
PCWP category. Two commenters 
argued that such subcategorization 
would have a negative effect. One 
commenter stated that this situation 
provided a valid reason for EPA not to 
mix risk-based and technology-based 

standards development. The commenter 
added that EPA also did not address 
how the ‘‘once in, always in’’ policy 
would apply in such a situation. The 
other commenter stated that this 
situation was another compelling reason 
why the suggested section 112(c)(9) 
subcategorization approach was 
unlawful and arbitrary. The commenter 
stated that the flaw was so obvious, 
inherent, and contrary to the MACT 
floor provisions of CAA section 112 and 
its legislative history, that it proves the 
undoing of the suggested section 
112(c)(9) exemption. According to the 
commenter, EPA cannot simultaneously 
exercise its source category delisting 
authority consistent with section 
112(c)(9), establish appropriate MACT 
floors under CAA section 112(d), and 
establish subcategory exemptions in the 
manner suggested by EPA, because the 
latter approach contravenes both section 
112(c)(9) and the section 112(d) floor-
setting process. The commenter stated 
that CAA section 112’s major source 
thresholds and statutory deadlines make 
clear that sources meeting MACT by the 
time EPA is required to issue MACT 
standards must install MACT controls 
and may not subsequently throw them 
off or be relieved from meeting the 
MACT-level standards. While the CAA 
section 112(f) residual risk process 
allows EPA to establish more stringent 
emissions standards, there is nothing in 
the CAA that suggests EPA possesses 
authority to relax promulgated MACT 
standards. 

The third commenter indicated that 
dilution of the MACT floor would not 
occur if low-risk category delisting 
occurred as follows: (1) Propose low-
risk category with final PCWP rule, (2) 
promulgate low-risk category 6 months 
after proposal, and (3) delist facilities 
prior to MACT compliance deadline. If 
EPA issued the final PCWP rule-thereby 
setting the MACT floor-before it allowed 
affected sources to apply for inclusion 
in the low-risk category to be delisted, 
then every affected source would be 
considered in the establishment of the 
MACT floor. Thus, as a result of this 
timing, the MACT floor could not be 
diluted because no sources would be 
exempted from MACT before the MACT 
floor is set. 

The fourth commenter believed that a 
MACT floor reevaluation would be 
appropriate and would further ensure 
that only facilities posing significant 
risk are required to install expensive 
controls. 

Response: We feel that establishing a 
low-risk PCWP subcategory under CAA 
section 112(c)(1) and deleting that 
subcategory under CAA section 
112(c)(9) best balances Congress’ dual 
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concerns that categories and 
subcategories of major sources of HAP 
be subject to technology-based (and 
possible future risk-based) emission 
standards, but that undue burdens not 
be placed on groups of sources within 
the PCWP source category whose HAP 
emissions are demonstrated to present 
little risk to public health and the 
environment. We do not contend that 
the CAA specifically directs us to 
establish categories and subcategories of 
HAP sources based on risk, and we 
recognize that, at the time of the 1990 
CAA Amendments, Congress may have 
assumed that we would generally base 
categories and subcategories on the 
traditional technological, process, 
output, and product factors that had 
been considered under CAA section 
111. However, when properly 
considered, it becomes apparent that 
Congress did not intend the unduly 
restrictive- and consequently over-
regulatory-reading of the CAA that some 
commenters urge regarding low-risk 
PCWP facilities. 

Numerous CAA section 112 
provisions evidence Congress’ intent 
that we be able to find that sources, 
such as those in the PCWP category 
whose HAP emissions are below 
identified risk levels, should not 
necessarily be subject to MACT. These 
provisions, together with other 
indications of Congressional intent 
regarding the goals of section 112, must 
all be considered in determining 
whether we may base a PCWP 
subcategory on risk and delist that 
group of sources, without requiring 
additional HAP regulation that would 
be redundant for purposes of meeting 
Congress’ risk-based goals.

While it is true that CAA section 
112(c)(1) provides that ‘‘[t]o the extent 
practicable, the categories and 
subcategories listed under this 
subsection shall be consistent with the 
list of source categories established 
pursuant to section 111 and part C[,]’’ 
the provision also states that ‘‘[n]othing 
in the preceding sentence limits the 
Administrator’s authority to establish 
subcategories under this section, as 
appropriate.’’ Therefore, by its plain 
terms, section 112(c)(1) does not 
preclude basing subcategories on 
criteria other than those traditionally 
used under section 111 before 1990, or 
those used after 1990 for sections 111 
and 112. Moreover, while after 1990 we 
have principally used the traditional 
criteria to define categories and 
subcategories, such use in general does 
not restrict how we may define a 
subcategory in a specific case, ‘‘as 
appropriate,’’ since each HAP-emitting 
industry presents its own unique 

situation and factors to be considered. 
(See, e.g., Sierra Club v. EPA, D.C. Cir. 
No. 02–1253, 2004 U.S. App. LEXIS 348 
(decided Jan. 13, 2004).) 

Even assuming for argument that the 
language of section 112(c)(1) may 
initially appear to restrict our authority 
to define subcategories, section 112(c)(1) 
cannot be read in isolation. A broad 
review of the entire text, structure, and 
purpose of the statute, as well as 
Congressional intent shows that, 
applied within the context of CAA 
section 112(c)(9), our approach of 
defining a low-risk subcategory of 
PCWP affected sources is reasonable, at 
the very least as a way to reconcile the 
possible tension between the arguably 
restrictive language of section 112(c)(1) 
and the Congressional intent behind 
section 112(c)(9). (See, e.g., Virginia v. 
Browner, 80 F.3d 869, 879 (4th Cir. 
1996).) Alternatively, even if the 
language is clear on its face in 
restricting our ability to define 
subcategories, we feel that, as a matter 
of historical fact, Congress could not 
have meant what the commenter asserts 
it appears to have said, and that as a 
matter of logic and statutory structure, 
it almost surely could not have meant it. 
(See, e.g., Engine Mfrs. Ass’n v. EPA, 88 
F.3d 1075, 1089 (D.C. Cir. 1996).) 

Our interpretation of the CAA is a 
reasonable accommodation of the 
statutory language and Congressional 
intent regarding the relationship of the 
statutory categorization and 
subcategorization, delisting, MACT and 
residual risk provisions that apply to the 
PCWP category. This becomes clear in 
light of the issue addressed by 
commenters, which is whether we may 
delist a subcategory of low-risk PCWP 
affected sources only if such a group of 
sources is defined by criteria we have 
traditionally used to define categories 
and subcategories for regulatory, rather 
than delisting purposes. Our approach 
implements Congressional intent to 
avoid the over-regulatory result that 
flows from an overly rigid reading of the 
CAA. When the CAA is read as a whole, 
it is apparent that Congress-which in 
1990 likely did not fully anticipate the 
policy considerations that come into 
play in regulating HAP emissions from 
PCWP affected sources-has not spoken 
clearly on the precise issue. Our 
interpretation is necessary to fill this 
statutory gap and prevent the thwarting 
of Congressional intent not to 
unnecessarily burden low-risk PCWP 
facilities by forcing them to meet 
stringent MACT controls when they 
already meet the risk-based goals of 
section 112. Our interpretation thus 
lends symmetry and coherence to the 
statutory scheme. 

While we do not feel that CAA section 
112(c)(1) actually restricts our authority 
to establish a low-risk PCWP 
subcategory, even if the language is so 
restrictive, it must be read within the 
context of Congress’ purpose in 
allowing us to delist categories and 
subcategories of low-risk sources that 
are defined according to the traditional 
criteria under CAA section 111. It is 
beyond dispute that Congress 
determined that certain identifiable 
groups or sets of sources may be 
delisted if, as a group and without a 
single constituent source’s exception, 
they are below the enumerated 
eligibility criteria of CAA section 
112(c)(9). There is no apparent reason 
why such a group or set of sources must 
be limited to those defined by 
traditional categorization or 
subcategorization criteria. This is 
because, first, Congress in section 
112(c)(1) clearly did not absolutely 
prohibit us from basing categories and 
subcategories on other criteria generally; 
and, second, the underlying 
characteristic of an eligible set or group 
of sources under section 112(c)(9)-that 
no source in the set or group presents 
risks above the enumerated levels-can 
be applied under several approaches to 
defining categories and subcategories 
and is not dependent upon such set or 
group being traditionally defined in 
order to implement the purpose of 
section 112(c)(9). Put another way, there 
is nothing apparent in the statute that 
precludes us from delisting a 
discernible set of low-risk PCWP 
affected sources just because that set 
cannot also be defined according to 
other traditional criteria that have 
nothing to do with the question of 
whether each of the constituent PCWP 
affected sources is low risk. As a matter 
of logic and statutory structure, 
Congress almost surely could not have 
meant to require that every identifiable 
group of low-risk PCWP affected 
sources, no matter how large in number 
or in percentage with respect to higher-
risk affected sources in the PCWP 
category, must remain subject to CAA 
section 112, simply because that group 
could not be subcategorized as separate 
from the higher risk PCWP affected 
sources by application of traditional 
subcategorization criteria. 

Where Congress squarely confronted 
the issue, it explicitly provided relief for 
categories and subcategories, defined by 
traditional criteria, that also happen to 
present little risk. (See CAA sections 
112(d)(4), 112(c)(9), and 112(f)(2).) 
These CAA provisions addressing risk-
based relief from, or thresholds for, HAP 
emissions regulation evidence 

VerDate jul<14>2003 19:59 Jul 29, 2004 Jkt 203001 PO 00000 Frm 00047 Fmt 4701 Sfmt 4700 E:\FR\FM\30JYR3.SGM 30JYR3



45990 Federal Register / Vol. 69, No. 146 / Friday, July 30, 2004 / Rules and Regulations 

Congressional concern that the effects of 
such pollution be taken into account, 
where appropriate, in determining 
whether regulation under CAA section 
112 is necessary. At the time of the 1990 
Amendments, Congress did not consider 
it necessary to provide express relief for 
additional groups such as low-risk 
PCWP facilities, beyond those defined 
by traditional category and subcategory 
criteria, because it assumed we could 
implement a comprehensive regulatory 
scheme for air toxics that would both 
address situations where technology-
based standards were needed to reduce 
source HAP emissions to levels closer to 
the risk-based goals of section 112, and 
avoid unnecessary imposition of 
technology-based requirements on 
groups of sources that were already 
meeting those goals. Congress enacted 
or revised various CAA air toxics 
provisions—including sections 112(c), 
(d) and (f)—to that end. Had events 
unfolded in that anticipated fashion, in 
the case of each industrial category and 
subcategory, there would have been a 
perfect correlation between the 
traditional criteria for defining 
categories and subcategories and the 
facts showing whether those groups are 
either high-or low-risk HAP sources.

This context turned out to be more 
complex than Congress anticipated, and 
in the case of PCWP facilities there is no 
clear differentiation between high-
versus low-risk sources that corresponds 
to our traditional approach for 
identifying source categories and 
subcategories. Nevertheless, as in the 
case of a low-risk source group defined 
by traditional category or subcategory 
criteria, for the PCWP industry, we are 
able to identify a significant group of 
sources whose HAP emissions pose 
little risk to public health and the 
environment, applying the same section 
112(c)(9) delisting criteria that would 
apply to any traditionally-defined 
source group. We feel it is reasonable to 
conclude that Congress would not have 
intended to over-regulate the low-risk 
PCWP affected sources due to the 
inability to define such a group by 
traditional criteria and thereby frustrate 
the coherent scheme Congress set forth 
of ensuring that HAP sources ultimately 
meet common risk-based goals under 
section 112. 

The commenter’s assertion that we are 
inappropriately altering our 
interpretation of the applicable statutory 
provisions and departing from the 
traditional categorization and 
subcategorization criteria in addressing 
low-risk PCWP facilities is thus 
unfounded. As explained above, the 
complexity of the air toxics problem and 
the relationship between the traditional 

criteria and what might be groups of 
low-risk sources, a context not fully 
understood by either Congress or EPA at 
the time of the 1990 Amendments, 
provides adequate justification for any 
unique applications of the our approach 
for low-risk PCWP facilities. 

Our approach does not equate to one 
that Congress considered and rejected 
that would have allowed source-by-
source exemptions from MACT based 
on individualized demonstrations that 
such sources are low risk. This is 
because, contrary to that approach, we 
rely upon the application of specific 
eligibility criteria that are defined in 
advance of any source’s application to 
be included in the low-risk PCWP 
subcategory, in much the same way as 
any other applicability determination 
process works. Moreover, in response to 
the assertion that our approach 
nevertheless conflicts with legislative 
history rejecting a similar (but not 
identical) approach Congress considered 
under CAA section 112, this legislative 
history is not substantive legislative 
history demonstrating that Congress 
voted against relief from MACT in this 
situation-there is no such history. The 
commenters point to a provision in the 
House bill that was not enacted but that 
would have provided in certain 
situations for case-by-case exemptions 
for low-risk sources. There is no 
evidence that this provision was ever 
debated, considered, or voted upon, so 
its not being enacted is not probative of 
congressional intent concerning our 
ability to identify and delist a group of 
low-risk PCWP affected sources. 
Instead, it is reasonable to assume that, 
had Congress been aware in 1990 of the 
possibility that an identifiable group of 
PCWP affected sources is low risk, 
while that group does not correspond to 
traditional criteria differentiating 
categories and subcategories, Congress 
would have expressly, rather than 
implicitly, authorized our action here. 

Moreover, the commenters are unable 
to cite any provision in CAA section 112 
that would prevent us from being able 
to add individual or additional groups 
of low-risk PCWP affected sources to the 
group we initially identify in our final 
delisting action, as those additional low-
risk PCWP affected sources prove their 
eligibility for inclusion in the delisted 
group over time. In fact, the approach 
we are taking for identifying additional 
low-risk PCWP affected sources is fully 
consistent with the approach we have 
long taken in identifying, on a case-by-
case basis and subject to appropriate 
review, whether individual sources are 
members of a category or subcategory 
subject to standards adopted under CAA 
sections 111 and 112.

Regarding the comment that Congress 
did not expressly provide relief for 
carcinogen-emitting low-risk groups of 
sources within the PCWP category other 
than as an entire category, we construe 
the provisions of CAA section 112(c)(9) 
to apply to listed subcategories as well 
as to categories. This construction is 
logical in the context of the general 
regulatory scheme established by the 
statute, and it is the most reasonable one 
because section 112(c)(9)(B)(ii) 
expressly refers to subcategories. Under 
a literal reading of section 112(c)(9)(B), 
no subcategory could ever be delisted, 
notwithstanding the explicit reference 
to subcategories, since the introductory 
language of section 112(c)(9)(B) 
provides explicit authority to only delist 
categories. Such a reading makes no 
sense, at the very least because Congress 
plainly assumed we might also delist 
another collection of sources besides 
either categories or subcategories, even 
in the case of sources of carcinogens. 
Both sections 112(c)(9)(B)(i) and (ii) 
refer additionally to groups of sources in 
the case of area sources as being eligible 
for delisting, even though only a 
category of sources is specifically 
identified as eligible for delisting in the 
introductory language of section 
112(c)(9)(B). In light of the broader 
congressional purpose behind the 
delisting authority, we interpret the 
absence of explicit references to 
subcategories in this introductory 
language and in section 112(c)(9)(B)(i) 
as representing nothing more than a 
drafting error. 

Regarding the comments about 
establishing PCWP subcategories based 
on characteristics other than risk, the 
criteria for the low-risk subcategory we 
are delisting are based solely on risk and 
not on technological differences in 
equipment or emissions. We performed 
an analysis to determine which major 
source PCWP affected sources may be 
low-risk affected sources. Whether 
affected sources are low risk or not 
depends on the affected source HAP 
emissions; and affected source HAP 
emissions are a function of the type and 
amount of product(s) produced, the type 
of process units (e.g., direct-fired versus 
indirect-fired dryers) used to produce 
the product, and the emission control 
systems in place. Our analysis indicates 
that the affected sources which show 
low risk could include affected sources 
producing various products such as 
particleboard, molded particleboard, 
medium density fiberboard, softwood 
plywood, softwood veneer, fiberboard, 
engineered wood products, hardboard, 
and oriented strandboard. However, 
there are also major sources that 
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produce these products that are not low 
risk, and, therefore, product type cannot 
be used to define the low-risk 
subcategory. There is no correlation 
between production rate and low-risk 
affected sources (e.g., when affected 
sources are sorted by production rate for 
their product, the low-risk affected 
sources are not always at the lower end 
of the production rate range), so 
production rate cannot be used as 
criteria for defining the low-risk 
subcategory. The low-risk affected 
sources use a variety of process 
equipment (e.g., veneer dryers at 
softwood plywood plants and tube dryer 
at MDF plants). This same equipment is 
used at PCWP plants that are not low 
risk, and, therefore, there is no process 
unit type distinction that can be used to 
define the low-risk subcategory. The 
pollutant that drives the risk estimate 
can vary from affected source to affected 
source because of the different types of 
process units at each affected source. 
There is no clear distinction among low-
risk and non-low-risk affected sources 
when ranked by emissions of individual 
pollutants because of other factors that 
contribute to affected source risk such 
as presence of a co-located PCWP 
facility or variability in the pollutants 
emitted. Thus, there is no emissions 
distinction that can be used to define 
the low-risk subcategory. There is no 
technological basis for creating a 
subcategory of PCWP affected sources 
that are low risk. The commonality 
between all of the low-risk PCWP 
affected sources is that they are low risk, 
and, therefore, we have established the 
low-risk subcategory based on risk. 

We do not agree with the commenters’ 
assertions that our approach for the low-
risk PCWP subcategory undermines our 
ability to identify the MACT floor for 
the larger PCWP category, either in 
today’s final PCWP rule or in any future 
consideration of technological 
development under CAA section 
112(d)(6). This is because, while low-
risk PCWP affected sources will literally 
be part of a separate subcategory, there 
is nothing in the CAA that prevents us 
from including them in any 
consideration of what represents the 
best controlled similar source in the 
new source MACT floor context, and 
because it is not unprecedented for us 
to look outside the relevant category or 
subcategory in identifying the average 
emission limitation achieved by the best 
controlled existing sources if doing so 
enables us to best estimate what the 
relevant existing sources have achieved. 
In fact, EPA has taken this very 
approach in the Industrial Boilers 
MACT rulemaking, in order to identify 

the MACT floor for mercury emissions. 
Moreover, the unique issues presented 
by the low-risk PCWP subcategory show 
that it would be unreasonable to 
exclude any better-performing low-risk 
PCWP sources from the MACT floor 
pool for the larger PCWP category. 
Traditionally, EPA has based categories 
and subcategories partly on 
determinations of what pollution 
control measures can be applied to the 
relevant groups of sources in order to 
effectively and achievably reduce HAP. 
In other words, EPA has identified 
subcategories for purposes of identifying 
the MACT floor in a way that accounts 
for the differences of sources types in 
their abilities to control HAP emissions. 
But whether a PCWP source is a low-
risk source does not necessarily turn on 
such a distinction—two sources might 
have identical abilities to control HAP 
emissions, but the unique circumstances 
of one source regarding the impacts of 
its HAP emissions will determine 
whether or not it is a low-risk PCWP 
source. (In fact, it is theoretically 
possible that between two sources the 
better performing source will be a high-
risk source, and the worse-performing 
source will be a low-risk source, based 
on circumstances that are unrelated to 
the question of what abilities the 
sources have to control HAP emissions 
through application of MACT, such as 
the sources’ locations vis a vis exposed 
human populations.) Therefore, EPA 
feels that not only is it appropriate to 
include any better-performing low risk 
PCWP sources in the MACT floor 
determinations for the larger PCWP 
category, but that excluding such 
sources simply based on the unique 
facts of the impacts of their emissions, 
with there being no difference in the 
abilities of high-risk and low-risk 
sources to apply HAP emission control 
measures, could result in an undesirable 
weakening of the MACT floor for the 
larger PCWP category. To that end, the 
MACT floors established for PCWP 
process units today are in no way 
affected by our establishment of the 
low-risk PCWP subcategory.

Finally, we disagree with the 
argument by one commenter that the 
low-risk PCWP subcategory approach 
represents an impermissible cost-based 
exemption from MACT or factor in 
determining MACT. Certainly it is true 
that costs may not be considered in 
setting the MACT floor. However, there 
is nothing in the CAA that prevents us 
from noting the cost impacts, beneficial 
or adverse, of our actions in setting 
MACT floors, assessing possible 
beyond-the-floor measures, or 
conducting risk-based actions under 

CAA section 112. In fact, we routinely 
evaluate the costs of our regulatory 
actions, even when cost factors may not 
be used to influence the regulatory 
decision itself, in order to comply with 
applicable Executive Order and 
statutory administrative review 
requirements. Simply because there is a 
cost benefit to some members of the 
PCWP category in our establishing a 
low-risk PCWP subcategory does not 
make that action impermissible, 
provided that our subcategorization and 
delisting are otherwise properly based 
on the appropriate risk-based criteria 
under CAA section 112(c)(9). Section 
112 by its own terms does not forbid the 
goal of achieving environmental 
protection in a less costly manner. 
Similarly, it is appropriate for EPA to 
note the beneficial air pollution-related 
impacts of not requiring low-risk PCWP 
sources to, for example, install criteria 
pollutant emission-producing RTOs. 
While it is true that such air quality-
related impacts could not constitute 
non-air quality health and 
environmental impacts that EPA must 
consider when setting MACT under 
CAA section 112(d)(2), nothing in the 
CAA prevents EPA from taking account 
of such impacts in developing its policy 
regarding whether it is appropriate to 
delist a subcategory under section 
112(c)(9) when that subcategory 
otherwise meets the statutory criteria for 
delisting. Therefore, EPA does not agree 
with commenters who claim that its 
approach to delisting the low risk PCWP 
subcategory conflicts with how it has 
argued issues regarding either de 
minimis authority, cost-based 
exemptions from MACT, or the 
treatment of non-air quality impacts and 
the consideration of risk in setting the 
actual MACT standard before the U.S. 
Court of Appeals for the D.C. Circuit. 
Nor does our approach contravene any 
of that Court’s rulings on these issues. 

3. Criteria for Demonstrating Low Risk 
Dose-response Values 

Comment: Two commenters suggested 
that EPA incorporate into the PCWP 
rule the findings of the nationwide 
wood products risk assessment, which 
they claim demonstrates that the vast 
majority of wood products sources 
cause no meaningful risk to human 
health or the environment at current 
emission levels. The commenters stated 
that the risk assessment used existing 
air dispersion modeling studies of 34 
wood products facilities throughout the 
U.S. to estimate the maximum annual 
off-site HAP concentrations at wood 
products facilities nationwide. 
According to the commenters, the risk 
assessment indicates that large 
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subgroups of facilities that are affected 
sources under the PCWP rule as 
proposed (i.e., fiberboard, medium 
density fiberboard, and plywood 
facilities) generally are expected to pose 
insignificant risks to human health, 
based on a comparison of predicted off-
site concentrations with applicable 
health benchmarks. One of the 
commenters stated that many of the 
facilities with low off-site 
concentrations will likely be smaller 
plants that would not be able to justify 
installation of (additional) emission 
controls and may face closure without a 
risk-based compliance option. The other 
commenter stated that a comparison of 
off-site concentrations of formaldehyde 
and acetaldehyde with benchmarks 
reflecting the latest toxicological 
evidence indicates that exposures to 
those HAP are well below levels of 
concern. Acrolein was the only HAP 
with potential exposures at some 
affected sources (i.e., subset of 
fiberboard, medium density fiberboard 
and plywood affected sources) that 
exceeded the health benchmark. 
However, the commenter stated that the 
acrolein findings may not represent an 
actual risk to human health because 
exceedences of the benchmark may be 
attributable to EPA averaging a large 
number of non-detects at one-half the 
detection limit, thereby artificially 
increasing predicted acrolein emissions. 
Based on these overall findings, the 
commenter concluded that the wood 
products risk assessment indicates that 
incinerator control is not warranted on 
the basis of human health concerns for 
a large number of facilities. 

Response: We acknowledge receipt of 
the industry-sponsored nationwide 
wood products MACT risk assessment 
submitted by the commenter. However, 
we conducted our own risk analysis to 
evaluate the merits of including and 
delisting a low-risk subcategory in 
today’s final PCWP rule. The 
methodology used in our risk analysis 
differed widely from the methodology 
used in industry’s risk assessment. For 
example, industry’s risk assessment was 
based on previously conducted air 
dispersion modeling studies for 34 
PCWP facilities, while our analysis used 
emission estimates developed for each 
PCWP affected source expected to be a 
major source of HAP. We used different 
(generally more protective) human 
health benchmarks in our risk 
assessment than were used in industry’s 
risk assessment. We also considered all 
HAP (including metal HAP) in our risk 
analysis, whereas industry’s risk 
assessment considered only methanol, 

formaldehyde, acetaldehyde, acrolein, 
phenol, and propionaldehyde. 

Based on our risk analysis, we 
conclude that HAP emissions from some 
PCWP affected sources pose little risk to 
human health and the environment. 
Therefore, we have included a 
subcategory of low-risk PCWP affected 
sources in today’s final PCWP rule, and 
are delisting that subcategory. Appendix 
B to subpart DDDD of 40 CFR part 63 
includes procedures that facilities may 
use to demonstrate that they are part of 
the delisted low-risk subcategory, and, 
therefore, are not subject to the 
compliance options included in today’s 
final PCWP MACT rule. To demonstrate 
eligibility for the low-risk subcategory, 
facilities must first conduct emissions 
testing for up to 13 HAP (five organic 
HAP from all process units, seven metal 
HAP from direct-fired process units, and 
MDI from presses processing product 
containing MDI resin). The rationale for 
selection of these 13 HAP is described 
elsewhere in this section and in the 
supporting documentation for the final 
rule. Facilities must use the results from 
emissions testing to preliminarily 
demonstrate, subject to EPA approval, 
that they are part of the low-risk 
subcategory using either a look-up table 
analysis (based on the look-up tables 
included in appendix B to subpart 
DDDD of 40 CFR part 63) or site-specific 
risk assessment methodology (described 
in appendix B to subpart DDDD of 40 
CFR part 63 and other analytical tools, 
such as the ‘‘Air Toxics Risk 
Assessment Reference Library’’ if 
appropriate for the specific source) and 
risk benchmarks (described in appendix 
B to subpart DDDD of 40 CFR part 63).

Regarding acrolein, the commenter is 
correct in that, when developing AP–42 
emission factors, we used a value of 
one-half the detection limit for all non-
detect sample runs if acrolein was 
detected in any sample runs from the 
applicable source category. Acrolein has 
been detected in process unit emissions 
from all sectors of the PCWP industry, 
except for hardwood plywood 
manufacturing. When using emission 
factors to estimate emissions from 
PCWP facilities, we did not estimate 
emissions of a pollutant when all of the 
emissions test runs were non-detect. 
However, we did use emission factors 
that included a mixture of detectable 
values and values based on one-half of 
the method detection limit (MDL) when 
acrolein was detected at least once for 
a particular type of process unit. We 
maintain that this approach to handling 
non-detects is appropriate for the 
purposes that we used the emissions 
data. Facilities will conduct emissions 
tests instead of using emission factors to 

demonstrate eligibility for the low-risk 
subcategory. To prevent facilities from 
including HAP that are not detected in 
their low-risk demonstrations, appendix 
B to subpart DDDD of 40 CFR part 63 
states that facilities may use zero for 
non-detects when all of the emission 
test runs are below the MDL, provided 
that certain criteria are met to ensure 
that emissions testing and analysis 
procedures are adequate to detect low 
concentrations of HAP. 

Comment: One commenter stated that 
CAA section 112(d)(4) is particularly ill-
suited to the PCWP and industrial boiler 
source categories. The commenter stated 
that, even if EPA had authority to create 
individualized MACT exemptions based 
on health thresholds, it could not do so 
if there is insufficient evidence on the 
pollutants emitted to establish a NOEL. 
According to the commenter, section 
112(d)(4) does not apply for chemicals 
that do not have a well-defined 
threshold based on reliable science. The 
commenter stated that available 
evidence does not establish a no-effect 
threshold for acetaldehyde, acrolein, 
benzene, carbon tetrachloride, 
chloroform, formaldehyde, manganese, 
methylene chloride, and phenol. As 
rationale, the commenter presented a 
summary of the available health effects 
data for each of these pollutants. 

Response: As stated elsewhere in this 
preamble, we are not pursuing 
establishment of a threshold emission 
rate for the PCWP source category under 
CAA section 112(d)(4) because PCWP 
affected sources emit non-threshold 
pollutants. Therefore, this comment is 
irrelevant in the context of the PCWP 
rule. Comments pertaining to the 
Industrial/Commercial/Institutional 
Boilers and Process Heaters NESHAP 
are addressed in the comment-response 
document for that rule. (See Docket ID 
No. OAR–2002–0058.) 

Comment: Two commenters 
expressed concern about the health 
benchmark data sources that EPA used. 
The first commenter argued that the 
proposal inappropriately used draft 
guidelines and toxicity profiles that had 
not been subject to public review and/
or were not publicly available. The 
commenter was particularly concerned 
with the use of non-linear carcinogenic 
risk values and toxicity profiles (for 
HAP) that have not been finalized and 
are not available for review by the 
public. 

The second commenter argued that 
EPA should not rely solely on the health 
benchmarks in its Integrated Risk 
Information System (IRIS) database. The 
commenter stated that IRIS, while 
useful for obtaining information about 
the health effects of chemicals, is far 
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