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per year. For further discussion of 
metals and other feed additives and 
contaminants, see the Economic and 
Environmental Impact Analysis and 
Technical Development Document for 
this final rule (DCNs 63010 and 63009). 

2. Drugs and Pesticides 
CAAP facilities employ drugs and 

pesticides for a variety of therapeutic 
and water treatment purposes. Facilities 
release treated waters that may contain 
residual amounts of drugs, pesticides, 
and their byproducts directly to the 
environment. Drugs used for therapeutic 
purposes are regulated by FDA. Prior to 
approving drugs for use, FDA must 
evaluate the environmental safety of 
animal drugs as required by FFDCA and 
NEPA. While FDA is required to 
consider environmental impacts of 
approved and investigational drugs 
under these authorities, the 
environmental safety of drugs used 
under FDA’s ‘‘investigational new 
animal drug’’ (INAD) program may not 
be fully characterized. The INAD 
program is an important mechanism 
that enables the collection of data that 
can be used to characterize and 
establish the environmental safety of 
new drugs. For compilations of 
technical literature supporting FDA’s 
environmental assessments of 
therapeutants used at CAAP facilities, 
see the FDA’s Center for Veterinary 
Medicine (CVM) Web site 
(www.fda.gov/cvm). It should be noted 
that FDA environmental assessments are 
not site-specific and may not cover all 
discharge scenarios (e.g., multiple 
dischargers to a single receiving water) 
or applications (e.g., extralabel 
applications of drugs). For additional 
discussion of this topic, see Chapter 7 
of EPA’s Environmental Impact 
Analysis for this final rule. 

Today’s final rule requires the proper 
storage of drugs, pesticides, and feed to 
prevent spills that may result in a 
discharge from CAAP facilities. For 
reasons explained in Section VI.G 
(Loadings) of this Preamble, EPA has 
not quantified expected reductions in 
the release of drugs and pesticides to the 
environment nor environmental benefits 
that might result. Today’s final rule also 
requires CAAP facilities to report to 
permitting authorities whenever an 
investigative drug or an extralabel drug 
is used in amounts exceeding a 
previously approved dosage, as 
described above in Section VIII.E. This 
requirement is expected to better enable 
permitting authorities to monitor the 
potential for environmental risks that 
could result from such uses. EPA has 
not quantified benefits that might arise 
as a result of this requirement. 

C. Monetized Benefits 

1. Case Study Framework 
As was done for EPA’s proposed rule, 

EPA estimated monetized benefits of the 
regulation based on predicted 
improvements in water quality in the 
receiving waters of facilities that were 
expected to have load reductions as a 
result of the rule. EPA’s water quality 
modeling for today’s final action differs 
from the proposal modeling, however, 
in that for the final rule, more detailed, 
facility-specific operational and 
environmental data were obtained, both 
from information provided by facilities 
on the detailed surveys as well as other 
sources. This more detailed data 
provided EPA with a better basis for 
developing representative case studies 
on which to perform water quality 
modeling and valuation and for 
extrapolating from case studies to a 
national benefit estimate. 

To select a set of representative case 
studies from among the facilities for 
which EPA had detailed data, EPA 
assumed that three factors primarily 
drive water quality improvements at any 
given facility: (1) The magnitude of 
pollutant load reductions under the 
final rule, (2) effluent pollutant 
concentrations at baseline (prior to 
regulatory reductions), and (3) the ratio 
of facility effluent flow to receiving 
water streamflow (‘‘dilution ratio’’). EPA 
then created categories based on 
combinations of values (low and high) 
for each of these factors. For example, 
the ‘‘LLL’’ category means facilities with 
‘‘low’’ pollutant reductions under the 
final rule, ‘‘low’’ baseline effluent 
concentrations, and ‘‘low’’ dilution 
ratios; this category is expected to 
experience the smallest benefits of the 
final regulation. In this manner, eight 
categories were created (LLL, LLH, LHL, 
LHH, HLL, HLH, HHL, HHH; see Table 
2). EPA then assigned all detailed 
survey facilities with non-zero load 
reductions in the scope of the final rule 
to an appropriate category based on the 
three factors described above. For more 
details on the categorization procedure, 
see Chapter 8 of the Economic and 
Environmental Impact Analysis for 
today’s final action [DCN 63010]. 

EPA then developed a ‘‘case study’’ 
for one facility in each of the five 
categories expected to experience the 
greatest water quality improvement 
(EPA did not develop case studies for all 
categories partly because of resource 
constraints). EPA multiplied the 
estimated benefits for each case study 
by the total number of facilities assigned 
to that category to estimate a total 
national benefit for that category. No 
benefits were estimated for the three 

categories for which case studies were 
not developed. Benefits for these 
categories are expected to be small 
relative to those included in the 
analysis. The total national benefit 
estimate was estimated as the sum of 
benefits for all categories.

2. Economic Valuation Method 
Economic research indicates that the 

public is willing to pay for 
improvements in water quality and 
several methods have been developed to 
translate changes in water quality to 
monetized values, as noted in EPA’s 
‘‘Guidelines for Preparing Economic 
Analyses (EPA–240–R–00–003, 2003;). 
At proposal, EPA based the water 
quality benefits monetization on results 
from a stated-preference survey 
conducted by Carson and Mitchell 
(1993) (DCN 20157). We divided 
household willingness-to-pay (WTP) 
values for changes in recreational water 
‘‘use classes’’ by the number of ‘‘water 
quality index’’ points (an index based 
on water quality variables; see below) in 
each use class. We assigned a portion of 
the value for each unit change to 
achieving the whole step. Recently, EPA 
developed an alternative approach, also 
based on Mitchell and Carson’s work. 
Mitchell and Carson also expressed 
their results as an equation relating a 
household’s WTP for improved water 
quality to the change in the water 
quality index and household income. 
An important feature of this approach is 
that it is less sensitive to the baseline 
use of the water body. This approach is 
also consistent with economic theory in 
that it exhibits a declining marginal 
WTP for water quality (see more 
information on this approach in DCNS 
40138 and 40595). While caution must 
be used in manipulating valuations 
derived from stated preference surveys, 
this valuation function approach helps 
address some concerns about earlier 
applications of the water quality 
benefits monetization method. (See DCN 
40595 for a more detailed discussion). 

3. Water Quality Modeling 
As was done for the proposed rule, 

EPA applied the Enhanced Stream 
Water Quality Model (QUAL2E, http://
www.epa.gov/waterscience/wqm/) to 
simulate changes in receiving water 
quality resulting from reductions in 
TSS, BOD, total nitrogen, and total 
phosphorus estimated by EPA to result 
from the regulatory requirements of this 
final rule. QUAL2E is a one-
dimensional water quality model that 
assumes steady state flow but allows 
simulation of diurnal variations in 
temperature, algal photosynthesis, and 
respiration. The model projects water 
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quality by solving an advective-
dispersive mass transport equation. 
Water quality constituents simulated 
include conservative substances, 
temperature, bacteria, BOD5, DO, 
ammonia, nitrate and organic nitrogen, 
phosphate and organic phosphorus, and 
algae. 

Resource and data limitations 
constrained the number of QUAL2E 
applications that could be performed. 
EPA developed a QUAL2E case study 
for the following categories: LHL, LHH, 
HLH, HHL, and HHH. EPA did not 
prepare case studies for the LLL, LLH, 
and HLL categories because (a) no 
facilities were in the HLL category and 
(b) EPA focused modeling resources on 
categories expected to represent a larger 
proportion of benefits. Water quality 
improvements for facilities in the LLL 
and LLH categories were expected to be 
smaller than the improvements for the 
facilities in the other categories. 

4. Calculation of ‘‘Water Quality Index’’
Simulated water quality changes for 

each case study must be translated into 
a composite ‘‘index’’ value for the 
monetization method described in 
Section X.B.2 above. EPA more recently 
developed a six-parameter WQI (‘‘WQI–
6’’) based on TSS, BOD, DO, FC, plus 
nitrate (NO3) and phosphate (PO4). The 
new index more completely reflects the 
type of water quality changes that will 
result from loading reductions for TSS, 
total nitrogen (TN), total phosphorus 
(TP), and BOD. Final rule benefits 
presented here were estimated on the 
basis of WQI–6. 

5. Estimated National Water Quality 
Benefits 

EPA monetized water quality benefits 
for each of the 5 QUAL2E case studies 
performed (Table 2). Using the methods 
described above, the Agency estimates 
that the total national benefit from water 
quality improvements arising from TSS, 
BOD, TN, and TP reductions from this 
rule are $66,000—$99,000. This range 
reflects varying assumptions that the 
Agency implemented to reflect some 
sources of uncertainty. Furthermore, 
this range of water quality-based 
benefits of this regulation may be 
uncertain for several reasons including: 

• EPA did not estimate benefits for 
the facilities in the LLL and LLH 
extrapolation categories. However, it is 
not expected that inclusion of these 
facilities would greatly increase 
monetized water quality benefits. 

• EPA’s monetization method mainly 
captures benefits for recreational uses of 
the streams. Economic research 
indicates that there are significant ‘‘non-
use’’ values associated with some 

dimensions of water quality. Analysis 
using monetization methods that fully 
captures non-use values could increase 
the estimated benefits for this rule if it 
significantly affects these dimensions. 
EPA does not have enough information 
to determine if this is the case. 

• Other receiving water impacts are 
not captured in the QUAL2E modeling, 
such as build-up of organic sediments in 
stream channels. Research included in 
the administrative record for today’s 
final action documents that such 
accumulations can impair aquatic 
ecosystems. Benefits from reducing 
these effects are not captured in EPA’s 
analysis of water quality-based benefits 
of today’s final action.

TABLE 2.—EXTRAPOLATED TOTAL NA-
TIONAL WATER QUALITY BENEFIT 
ESTIMATE, FINAL OPTION 

A
Extrapolation category 

B
Total national 
benefit for ex-
trapolation cat-

egory
($2003) 

LLL–LLH ........................... not estimated 
LHL–LHH .......................... $2,126–$5,330 
HLL–HLH .......................... $6,591–$12,031 
HHL–HHH ......................... $57,497–$81,255 

Total ........................... $66,214–$98,616 

In general, however, the relatively 
small recreational benefits projected for 
the rule suggest that non-monetized 
benefits categories are likely to be small 
as well. 

XI. What Are the Non-Water Quality 
Environmental Impacts of This Rule? 

Under Sections 304(b) and 306 of the 
Clean Water Act, EPA may consider 
non-water quality environmental 
impacts (including energy requirements) 
when developing effluent limitations 
guidelines and standards. Accordingly, 
EPA has considered the potential 
impact of today’s final regulation on air 
emissions, energy consumption, and 
solid waste generation. 

A. Air Emissions 
With the implementation of feed 

management, the final rule decreases 
the amount of solid waste generated and 
land applied from CAAP facilities. Land 
application is a common waste disposal 
method in the CAAP industry; therefore, 
the amount of ammonia released as air 
emissions would be expected to 
decrease as the quantity of waste 
applied to cropland decreases. EPA 
estimates the decrease in ammonia 
emissions to be 8,182 pounds of 
ammonia per year. This is a decrease of 
about 8 % over the ammonia emissions 

presently estimated for the industry. For 
additional details about air emissions 
from CAAP facilities, see Chapter 11 of 
the TDD. 

B. Energy Consumption
EPA estimates that implementation of 

today’s rule would result in a net 
decrease in energy consumption for 
aquaculture facilities. The decrease 
would be based on electricity used 
today to pump solids from raceways to 
solids settling ponds, which will no 
longer be generated, from wastewater 
treatment equipment. EPA determined 
that the decrease in energy consumption 
for flow-through and recirculating 
systems is estimated at 4,900 kilowatt-
hour (kW-h). This represents about 1.3 
× 10¥7 percent of the national generated 
energy. 

C. Solid Waste Generation 
EPA estimates that implementation of 

today’s rule would result in an 
estimated reduction of 2.3 million 
pounds of sludge, on a wet basis 
(assuming 12 percent solids) for flow-
through and recirculating facilities. This 
reduction is due to feed management 
that results in less solid waste 
generated. 

XII. How Will This Rule Be 
Implemented? 

This section helps permit writers and 
CAAP facilities implement this 
regulation. This section also discusses 
the relationship of upset and bypass 
provisions, variances, and modifications 
to the final limitations and standards. 
For additional implementation 
information, see Chapter 2 of the 
Technical Development Document for 
today’s rule. 

A. Implementation of Limitations and 
Standards for Direct Dischargers 

Effluent limitations guidelines and 
new source performance standards act 
as important mechanisms to control the 
discharges of pollutants to waters of the 
United States. These limitations and 
standards are applied to individual 
facilities through NPDES permits issued 
by the EPA or authorized States under 
Section 402 of the Act. 

In specific cases, the NPDES 
permitting authority may elect to 
establish technology-based permit limits 
for pollutants not covered by this 
regulation. In addition, where State 
water quality standards or other 
provisions of State or Federal law 
require limits on pollutants not covered 
by this regulation (or require more 
stringent limits or standards on covered 
pollutants in order to attain and 
maintain water quality standards), the 
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permitting authority must apply those 
limitations or standards. See CWA 
Section 301(b)(1)(C). 

The final regulation establishing 
narrative limitations for the flow-
through and recirculating system and 
net pen subcategories requires that a 
point source must meet the prescribed 
limitations expressed as operational 
practices or ‘‘any modification to these 
requirements as determined by the 
permitting authority based on its 
exercise of its best professional 
judgment.’’ Sections 451.11 and 451.21. 
This provision authorizes the permitting 
authority to tailor the specific NPDES 
permit limits that implement the 
guideline limitations to individual sites. 
As previously explained, the final 
narrative requirements, in many cases, 
require achievement of environmental 
end points. There may be circumstances 
which require some modification to 
these requirements to best accomplish 
these environmental end points, or to 
accommodate specific circumstances at 
a particular site. The provision allows 
the permitting authority to address such 
situations by incorporating in the 
NPDES permit specific tailored 
conditions that accomplish the intent of 
the narrative limitations. The CWA 
recognizes that it should provide 
mechanisms for addressing certain 
unique, site-specific situations in the 
guidelines regulation. Here, EPA has 
provided upfront in this rule such a 
mechanism. 

1. What Are the Compliance Dates for 
Existing and New Sources? 

New and reissued NPDES permits to 
direct dischargers must include these 
effluent limitations unless water quality 
considerations require more stringent 
limits, and the permits must require 
immediate compliance with such 
limitations. If the permitting authority 
wishes to provide a compliance 
schedule, it must do so through an 
enforcement mechanism. 

New sources must comply with the 
new source standards (NSPS) of this 
rule when they commence discharging 
CAAP wastewater. Because the final 
rule was not promulgated within 120 
days of the proposed rule, the Agency 
considers a discharger to be a new 
source if its construction commences 
after September 22, 2004. 

2. Who Does Part 451 Apply To? 
In Section VI.A. of this preamble and 

Chapter 2 of the TDD, EPA provides 
detailed information on the 
applicability of this rule. 40 CFR part 
451 will apply to existing and new 
concentrated aquatic animal production 
facilities that produce 100,000 pounds 

or more of aquatic animals per year in 
flow-through, recirculating, and net pen 
systems. There is an exception for net 
pen systems rearing native species 
released after a growing period of no 
longer than 4 months to supplement 
commercial and sport fisheries. 

B. Upset and Bypass Provisions 
A ‘‘bypass’’ is an intentional diversion 

of the streams from any portion of a 
treatment facility. An ‘‘upset’’ is an 
exceptional incident in which there is 
unintentional and temporary 
noncompliance with technology-based 
permit effluent limitations because of 
factors beyond the reasonable control of 
the permittee. EPA’s regulations 
concerning bypasses and upsets for 
direct dischargers are set forth at 40 CFR 
122.41(m) and (n) and for indirect 
dischargers at 40 CFR 403.16 and 
403.17. 

C. Variances and Modifications
While the CWA requires application 

of effluent limitations established 
pursuant to section 301 to all direct 
dischargers, the statute also provides for 
the modification of these national 
requirements in a limited number of 
circumstances. Moreover, the Agency 
established administrative mechanisms 
to provide an opportunity for relief from 
the application of the national effluent 
limitations guidelines for categories of 
existing sources for toxic, conventional, 
and nonconventional pollutants. 

1. Fundamentally Different Factors 
Variances 

EPA will develop effluent limitations 
or standards different from the 
otherwise applicable requirements if an 
individual discharging facility is 
fundamentally different with respect to 
factors considered in establishing the 
limitation of standards applicable to the 
individual facility. Such a modification 
is known as a ‘‘fundamentally different 
factors’’ (FDF) variance. 

Early on, EPA, by regulation provided 
for the FDF modifications from the BPT 
effluent limitations, BAT limitations for 
toxic and nonconventional pollutants 
and BCT limitations for conventional 
pollutants for direct dischargers. FDF 
variances for toxic pollutants were 
challenged judicially and ultimately 
sustained by the Supreme Court. 
(Chemical Manufacturers Assn v. 
NRDC, 479 U.S. 116 (1985)). 

Subsequently, in the Water Quality 
Act of 1987, Congress added new 
Section 301(n) of the Act explicitly to 
authorize modifications of the otherwise 
applicable BAT effluent limitations or 
categorical pretreatment standards for 
existing sources if a facility is 

fundamentally different with respect to 
the factors specified in Section 304 
(other than costs) from those considered 
by EPA in establishing the effluent 
limitations or pretreatment standard. 
Section 301(n) also defined the 
conditions under which EPA may 
establish alternative requirements. 
Under Section 301(n), an application for 
approval of a FDF variance must be 
based solely on (1) information 
submitted during rulemaking raising the 
factors that are fundamentally different 
or (2) information the applicant did not 
have an opportunity to submit. The 
alternate limitation or standard must be 
no less stringent than justified by the 
difference and must not result in 
markedly more adverse non-water 
quality environmental impacts than the 
national limitation or standard. 

EPA regulations at 40 CFR Part 125, 
Subpart D, authorizing the Regional 
Administrators to establish alternative 
limitations and standards, further detail 
the substantive criteria used to evaluate 
FDF variance requests for direct 
dischargers. Thus, 40 CFR 125.31(d) 
identifies six factors (e.g., volume of 
process wastewater, age and size of a 
discharger’s facility) that may be 
considered in determining if a facility is 
fundamentally different. The Agency 
must determine whether, on the basis of 
one or more of these factors, the facility 
in question is fundamentally different 
from the facilities and factors 
considered by EPA in developing the 
nationally applicable effluent 
guidelines. The regulation also lists four 
other factors (e.g., infeasibility of 
installation within the time allowed or 
a discharger’s ability to pay) that may 
not provide a basis for an FDF variance. 
In addition, under 40 CFR 125.31(b) (3), 
a request for limitations less stringent 
than the national limitation may be 
approved only if compliance with the 
national limitations would result in 
either (a) a removal cost wholly out of 
proportion to the removal cost 
considered during development of the 
national limitations, or (b) a non-water 
quality environmental impact 
(including energy requirements) 
fundamentally more adverse than the 
impact considered during development 
of the national limits. 

The legislative history of Section 
301(n) underscores the necessity for the 
FDF variance applicant to establish 
eligibility for the variance. EPA’s 
regulations at 40 CFR 125.32(b)(1) are 
explicit in imposing this burden upon 
the applicant. The applicant must show 
that the factors relating to the discharge 
controlled by the applicant’s permit 
which are claimed to be fundamentally 
different are, in fact, fundamentally 
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different from those factors considered 
by EPA in establishing the applicable 
guidelines. In practice, very few FDF 
variances have been granted for past 
ELGs. An FDF variance is not available 
to a new source subject to NSPS or 
PSNS. 

Facilities must submit all FDF 
variance applications to the appropriate 
Director (defined at 40 CFR 122.2) no 
later than 180 days from the date the 
limitations or standards are established 
or revised (see CWA section 301(n)(2) 
and 40 CFR 122.21(m)(1)(i)(B)(2)). EPA 
regulations clarify that effluent 
limitations guidelines are ‘‘established’’ 
or ‘‘revised’’ on the date those effluent 
limitations guidelines are published in 
the Federal Register (see 40 CFR 122.21 
(m)(1)(i)(B)(2)). Therefore, all facilities 
requesting FDF variances from the 
effluent limitations guidelines in today’s 
final rule must submit FDF variance 
applications to their Director (as defined 
at 40 CFR 122.2) no later than February 
21, 2005. 

2. Economic Variances 
Section 301(c) of the CWA authorizes 

a variance from the otherwise applicable 
BAT effluent guidelines for 
nonconventional pollutants due to 
economic factors. The request for a 
variance from effluent limitations 
developed from BAT guidelines must 
normally be filed by the discharger 
during the public notice period for the 
draft permit. Other filing time periods 
may apply, as specified in 40 CFR 
122.21(1)(2). Specific guidance for this 
type of variance is available from EPA’s 
Office of Wastewater Management.

D. Best Management Practices 
Sections 304(e), 308(a), 402(a), and 

501(a) of the CWA authorize the 
Administrator to prescribe BMPs as part 
of effluent limitations guidelines and 
standards or as part of a permit. EPA’s 
BMP regulations are found at 40 CFR 
122.44(k). Section 304(e) of the CWA 
authorizes EPA to include BMPs in 
effluent limitations guidelines for 
certain toxic or hazardous pollutants for 
the purpose of controlling ‘‘plant site 
runoff, spillage or leaks, sludge or waste 
disposal, and drainage from raw 
material storage.’’ Section 402(a)(1) and 
NPDES regulations [40 CFR 122.44(k)] 
also provide for best management 
practices to control or abate the 
discharge of pollutants when numeric 
limitations and standards are infeasible. 
In addition, Section 402(a)(2), read in 
concert with Section 501(a), authorizes 
EPA to prescribe as wide a range of 
permit conditions as the Administrator 
deems appropriate in order to ensure 
compliance with applicable effluent 

limitations and standards and such 
other requirements as the Administrator 
deems appropriate. 

E. Potential Tools To Assist With the 
Remediation of Aquaculture Effluents 

A potential option to assist land 
owners with aquaculture effluent 
quality is the Environmental Quality 
Incentives Program (EQIP). This is a 
voluntary USDA conservation program. 
EQIP was reauthorized in the Farm 
Security and Rural Investment Act of 
2002 (Farm Bill 2002). The Natural 
Resources Conservation Service (NRCS) 
administers EQIP funds. 

EQIP applications are accepted 
throughout the year. NRCS evaluates 
each application using a state and 
locally developed evaluation process. 
Incentive payments may be made to 
encourage a producer to adopt land 
management, manure management, 
integrated pest management, irrigation 
water management and wildlife habitat 
management practices or to develop a 
Comprehensive Nutrient Management 
Plan (CNMP). These practices would 
provide beneficial effects on reducing 
sediment and nutrient loads to those 
aquaculture operations dependent on 
surface water flows. In addition, 
opportunities exist to provide EQIP 
funds to foster the adoption of 
innovative cost effective approaches to 
address a broad base of conservation 
needs, including aquaculture effluent 
remediation. NRCS does not at present 
have standards that apply specifically to 
waste handling at aquaculture facilities, 
thus EQIP funds for aquaculture projects 
would only apply to practices related to 
other agricultural aspects of a facility 
such as CNMPs for the land application 
of solids. 

XIII. Statutory and Executive Order 
Reviews 

A. Executive Order 12866: Regulatory 
Planning and Review 

Under Executive Order 12866, [58 FR 
51,735 (October 4, 1993)] the Agency 
must determine whether the regulatory 
action is ‘‘significant’’ and therefore 
subject to OMB review and the 
requirements of the Executive Order. 
The Order defines ‘‘significant 
regulatory action’’ as one that is likely 
to result in a rule that may: 

(1) Have an annual effect on the 
economy of $100 million or more or 
adversely affect in a material way the 
economy, a sector of the economy, 
productivity, competition, jobs, the 
environment, public health or safety, or 
State, local or tribal governments or 
communities; 

(2) Create a serious inconsistency or 
otherwise interfere with an action taken 
or planned by another agency; 

(3) Materially alter the budgetary 
impact of entitlements, grants, user fees, 
or loan programs or the rights and 
obligations of recipients thereof; or 

(4) Raise novel legal or policy issues 
arising out of legal mandates, the 
President’s priorities, or the principles 
set forth in the Executive Order. 

Pursuant to the terms of Executive 
Order 12866, it has been determined 
that this rule is a ‘‘significant regulatory 
action.’’ As such, this action was 
submitted to OMB for review. Changes 
made in response to OMB suggestions or 
recommendations will be documented 
in the public record. 

B. Paperwork Reduction Act 
The information collection 

requirements in this rule have been 
submitted for approval to the Office of 
Management and Budget (OMB) under 
the Paperwork Reduction Act, 44 U.S.C. 
3501 et seq. The information collection 
requirements are not enforceable until 
OMB approves them. 

EPA has several special reporting and 
monitoring provisions in this regulation 
as previously explained. The provisions 
include reporting requirements (1) for 
the use of INAD or extralabel drug uses; 
(2) for failure or damage to the 
containment system (including the 
production system(s) and all the 
associated storage and water treatment 
systems) that results in a material 
discharge of pollutants to waters of the 
U.S; and (3) for spills of drugs, 
pesticides or feed. Section 308(a) of the 
CWA authorizes the Administrator to 
require the owner or operator of any 
point source to file reports as required 
to carry out the objectives of the Act. 
This ELG requires reporting in the event 
that drugs are used which are either 
under a conditional approval as an 
Investigative New Animal Drugs 
(INADs) or are prescribed by a licensed 
veterinarian for treatment of a disease or 
a species that is outside the approved 
use of the specific drug, referred to as 
extralabel drug use, unless the INAD or 
extralabel drug use is under similar 
conditions and dosages as a previously 
approved use. EPA believes this 
reporting requirement is appropriate for 
these classes of drugs, because they 
have not undergone the same degree of 
review with respect to their 
environmental effects as approved 
drugs. The final regulation also requires 
reporting when the facility has a failure 
in the structural integrity of the aquatic 
animal containment systems that results 
in a material discharge of pollutants. 
EPA believes this reporting is necessary 
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to alert the permitting authority to the 
release of large quantities of material 
from these facilities. The rule also 
allows the permitting authority to 
specify in the permit what constitutes 
damage and/or material discharge of 
pollutants for particular facilities based 
on consideration of relevant site-specific 
factors. 

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; search data 
sources; complete and review the 
collection of information; and transmit 
or otherwise disclose the information. 
EPA estimates that the reporting and 
recordkeeping requirements included in 
today’s regulation will result in a total 
annual burden of 45,000 hours and cost 
$808,000. 

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. When 
this ICR is approved by OMB, the 
Agency will publish a technical 
amendment to 40 CFR part 9 in the 
Federal Register to display the OMB 
control number for the approved 
information collection requirements 
contained in this final rule.

C. Regulatory Flexibility Act 
The 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. 

For purposes of assessing the impacts 
of today’s rule on small entities, small 
entity is defined as: (1) A small business 
that is primarily engaged in 
concentrated aquatic animal production, 
as defined by North American Industry 
Classification (NAIC) codes 112511 and 
112519, with no more than $0.75 
million in annual revenues; (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. 

After considering the economic 
impacts of today’s final rule on small 
entities, I certify that this action will not 
have a significant economic impact on 
a substantial number of small entities. 
The small entities directly regulated by 
the final rule are primarily commercial 
businesses that fall within the NAIC 
codes for finfish farming, fish 
hatcheries, and other aquaculture. The 
Small Business Administration size 
standard for these codes is $0.75 million 
in annual revenues. Among the costed 
facilities, EPA identified 38 facilities 
belonging to small businesses or 
organizations. Of the 38, 37 facilities are 
owned by small businesses and 1 is an 
Alaskan facility operated by a small 
non-profit organization that is not 
dominant in its field. For the purposes 
of the RFA, Federal, and State 
governments are not considered small 
governmental jurisdictions, as 
documented in the rulemaking record 
(DCN 20121). Thus, facilities owned by 
these governments are not considered 
small entities, regardless of their 
production levels. EPA identified no 
public facilities owned by small local 
governments. No small organization is 
projected to incur impacts. Of the 101 
commercial facilities, 37 (37 percent) 
are owned by small businesses. Under 
EPA’s closure analyses no small 
business is projected to close as a result 
of the final rule, assuming discounted 
cash flow (two small business closures 
are projected using net income). In 
addition to considering the potential for 
adverse economic impacts, EPA also 
evaluated the possibility of other, more 
moderate financial impacts. Expressed 
as a comparison of compliance costs to 
sales, only 4 facilities belonging to small 
businesses (11 percent of small 
businesses, and 4 percent of commercial 
facilities) are likely to incur costs that 
exceed 3 percent of sales. One small 
business fails the USDA credit test. 

Although this final rule will not have 
a significant economic impact on a 
substantial number of small entities, 
EPA nonetheless designed the rule to 
reduce the impact on small entities. The 
scope of the final rule is restricted to 
CAAP facilities that produce 100,000 
lbs/year or more. This means that of the 
approximately 4,000 aquaculture 
facilities nationwide, as identified by 
USDA’s Census of Aquaculture, EPA’s 
final regulation applies to an estimated 
101 commercial facilities or 
approximately 2.6 percent of all 
operations. Among commercial 

facilities, EPA identifies 38 facilities (37 
percent of in-scope facilities) as small 
businesses using SBA’s definition. 
Finally, EPA based the final rule on a 
technology option that has lower costs 
and fewer impacts (including impacts 
on small businesses) than several other 
technology options that were considered 
as possible bases for the final rule. 

EPA conducted outreach to small 
entities and convened a Small Business 
Advocacy Review Panel prior to 
proposal to obtain the advice and 
recommendations of representatives of 
the small entities that potentially would 
be subject to the rule’s requirements. 
The Agency convened the Small 
Business Advocacy Review Panel on 
January 22, 2002. Members of the Panel 
represented the Office of Management 
and Budget, the Small Business 
Administration, and EPA. The Panel 
met with small entity representatives 
(SERs) to discuss the potential effluent 
guidelines and, in addition to the oral 
comments from SERs, the Panel 
solicited written input. In the months 
preceding the Panel, EPA conducted 
outreach with small entities that would 
potentially be affected by this 
regulation. On January 25, 2002, the 
SBAR Panel sent some initial 
information for the SERs to review and 
provide comment on. On February 6, 
2002, the Panel distributed additional 
information to the SERs for their review. 
On February 12 and 13, the Panel met 
with SERs to hear their comments on 
the information distributed in these 
mailings. The Panel also received 
written comments from the SERs in 
response to the discussions at this 
meeting and the outreach materials. The 
Panel asked SERs to evaluate how they 
would be affected and to provide advice 
and recommendations regarding early 
ideas to provide flexibility. See Section 
8 of the Panel’s Report (DCN 31019) for 
a complete discussion of SER 
comments. The Panel evaluated the 
assembled materials and small-entity 
comments on issues related to the 
elements of an Initial Regulatory 
Flexibility Analysis. A copy of the 
Panel’s report is included in the 
rulemaking docket. EPA provided 
responses to the Panel’s most significant 
findings in the Notice of Proposal 
Rulemaking (67 FR 57918–57920). In 
general, the requirements of this final 
rule address the concerns raised by 
SERs and are consistent with the Panel’s 
recommendations.

D. Unfunded Mandates Reform Act 
Title II of the Unfunded Mandates 

Reform Act of 1995 (UMRA), Public 
Law 104–4, establishes requirements for 
Federal agencies to assess the effects of 
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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. The 
total annual cost of this rule is estimated 
to be $1.4 million. Thus, today’s rule is 
not subject to the requirements of 
Sections 202 and 205 of UMRA. 

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 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. EPA estimates 
that, when promulgated, these revised 
effluent guidelines and standards will 
be incorporated into NPDES permits 
without significant additional costs to 
authorized States. 

Further, the revised regulations would 
not alter the basic State-Federal scheme 
established in the Clean Water Act 
under which EPA authorizes States to 
carry out the NPDES permitting 
program. EPA expects the revised 
regulations to have little effect, if any, 
on the relationship between, or the 
distribution of power and 
responsibilities among, the Federal, 
State and local governments. 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 9, 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 
this distribution of power and 
responsibilities between the Federal 
government and Indian tribes.’’

The 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 
distribution of power and 
responsibilities between the Federal 
government and Indian tribes, as 
specified in Executive Order 13175. The 
Executive Order provides that EPA must 
ensure meaningful and timely input by 
tribal officials in the development of 
regulatory policies that have tribal 
implications. EPA’s rulemaking process 
has provided that opportunity for 
meaningful and timely input. EPA first 
published a notice of proposed 

rulemaking for CAAPs in September 
2002, requesting comment on the 
proposal. In December 2003, EPA issued 
a Notice of Data Availability describing 
options for changes to the proposed 
rule. As noted, EPA identified a number 
of tribal facilities in its screener survey, 
however further evaluation did not 
identify any in-scope tribal facilities 
based on subsequent evaluation of the 
detailed survey information from a 
sample of these facilities. Thus EPA has 
not had a basis to have any formal 
consultation with Tribal officials. EPA 
has however concluded that the final 
rule will not have a substantial direct 
effect on one or more Indian Tribes, will 
not impose substantial direct 
compliance costs on Indian tribal 
governments, nor pre-empt tribal law. 

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

Executive Order 13045 (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 and 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 rule is not subject to Executive 
Order 13045 because it is not an 
economically significant rule under E.O. 
12866. 

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. 
As part of the Agency’s consideration of 
non-water quality impacts, EPA has 
estimated the energy consumption 
associated with today’s requirements. 
The rule will result in a net decrease in 
energy consumption for flow-through 
and recirculating systems. The decrease 
would be based on electricity used 
today to pump solids from raceways to 
solids settling ponds, which will no 
longer be generated, from wastewater 
treatment equipment. EPA estimated the 
decrease in energy consumption for 
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flow-through and recirculating systems 
at 4,900 kilowatt-hour (kW-h). 
Comparing the annual decrease in 
electric use resulting from the final 
requirements to national annual energy 
use, EPA estimates the decrease to be 
1.3 × 10¥7 percent of national energy 
use. Therefore, we conclude that this 
rule is not likely to have any adverse 
energy effects. 

I. National Technology Transfer and 
Advancement Act 

As noted in the proposed rule, 
Section 12(d) of the National 
Technology Transfer and Advancement 
Act of 1995 (‘‘NTTAA’’), Public Law 
104–113, 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. 

Today’s rule does not establish any 
technical standards, thus NTTAA does 
not apply to this rule. 

J. Executive Order 12898: Federal 
Actions To Address Environmental 
Justice in Minority Populations and 
Low-Income Populations 

The requirements of the 
Environmental Justice Executive Order 
are that EPA will review the 
environmental effects of major Federal 
actions significantly affecting the 
quality of the human environment. For 
such actions, EPA reviewers will focus 
on the spatial distribution of human 
health, social and economic effects to 
ensure that agency decision makers are 
aware of the extent to which those 
impacts fall disproportionately on 
covered communities. This is not a 
major action. Further, EPA does not 
believe this rulemaking will have a 
disproportionate effect on minority or 
low income communities because the 
technology-based effluent limitations 
guidelines are uniformly applied 
nationally irrespective of geographic 
location. The final regulation will 
reduce the negative effects of 
concentrated aquatic animal production 
industry waste in our nation’s waters to 
benefit all of society, including minority 
and low-income communities. The cost 
impacts of the rule should likewise not 
disproportionately affect low-income 

communities given the relatively low 
economic impacts of today’s final rule. 

K. 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 September 22, 2004.

List of Subjects in 40 CFR Part 451

Environmental protection, 
Concentrated aquatic animal 
production, Waste treatment and 
disposal, Water pollution control.

Dated: June 30, 2004. 
Stephen L. Johnson, 
Acting Deputy Administrator.

� For the reasons set forth in the 
preamble, chapter I of title 40 of the Code 
of Federal Regulations is amended by 
adding part 451 to read as follows:

PART 451—CONCENTRATED 
AQUATIC ANIMAL PRODUCTION 
POINT SOURCE CATEGORY

Sec. 
451.1 General applicability. 
451.2 General definitions. 
451.3 General reporting requirements.

Subpart A—Flow-Through and 
Recirculating Systems Subcategory 

451.10 Applicability. 
451.11 Effluent limitations attainable by the 

application of the best practicable 
control technology currently available 
(BPT). 

451.12 Effluent limitations attainable by the 
application of the best available 
technology economically achievable 
(BAT). 

451.13 Effluent limitations attainable by the 
application of the best conventional 
technology (BCT). 

451.14 New source performance standards 
(NSPS).

Subpart B—Net Pen Subcategory 

451.20 Applicability. 
451.21 Effluent limitations attainable by the 

application of the best practicable 
control technology currently available 
(BPT). 

451.22 Effluent limitations attainable by the 
application of the best available 
technology economically achievable 
(BAT). 

451.23 Effluent limitations attainable by the 
application of the best conventional 
technology (BCT). 

451.24 New source performance standards 
(NSPS).

Authority: 7 U.S.C. 135 et seq., 136–136y; 
15 U.S.C. 2001, 2003, 2005, 2006, 2601–2671, 
21 U.S.C. 331j, 346a, 348; 31 U.S.C. 9701; 33 
U.S.C. 1251 et seq., 1311, 1313d, 1314, 1318, 
1321, 1326, 1330, 1342, 1344, 1345(d) and 
(e), 1361; 42 U.S.C. 241, 242b, 243, 246, 300f, 
300g, 300g–1, 300g–2, 300g–3, 300g–4, 300g–
5, 300g–6, 300j–2, 300j–3, 300j–4, 300j–9, 
1857 et seq., 6901–6992k, 7401–7671q, 7542, 
9601–9657, 11023, 11048; E.O. 11735, 38 FR 
21243, 3 CFR, 1971–1975 Comp., 973.

§ 451.1 General applicability. 
As defined more specifically in each 

subpart, this Part applies to discharges 
from concentrated aquatic animal 
production facilities as defined at 40 
CFR 122.24 and Appendix C of 40 CFR 
Part 122. This Part applies to the 
discharges of pollutants from facilities 
that produce 100,000 pounds or more of 
aquatic animals per year in a flow-
through, recirculating, net pen or 
submerged cage system.

§ 451.2 General definitions. 
As used in this part: 
(a) The general definitions and 

abbreviations in 40 CFR part 401 apply. 
(b) Approved dosage means the dose 

of a drug that has been found to be safe 
and effective under the conditions of a 
new animal drug application. 

(c) Aquatic animal containment 
system means a culture or rearing unit 
such as a raceway, pond, tank, net or 
other structure used to contain, hold or 
produce aquatic animals. The 
containment system includes structures 
designed to hold sediments and other 
materials that are part of a wastewater 
treatment system. 

(d) Concentrated aquatic animal 
production facility is defined at 40 CFR 
122.24 and Appendix C of 40 CFR Part 
122. 

(e) Drug means any substance defined 
as a drug in section 201(g)(1) of the 
Federal Food, Drug and Cosmetic Act 
(21 U.S.C. 321). 

(f) Extralabel drug use means a drug 
approved under the Federal Food, Drug 
and Cosmetic Act that is not used in 
accordance with the approved label 
directions, see 21 CFR part 530. 

(g) Flow-through system means a 
system designed to provide a 
continuous water flow to waters of the 
United States through chambers used to 
produce aquatic animals. Flow-through 
systems typically use rearing units that 
are either raceways or tank systems. 
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Rearing units referred to as raceways are 
typically long, rectangular chambers at 
or below grade, constructed of earth, 
concrete, plastic, or metal to which 
water is supplied by nearby rivers or 
springs. Rearing units comprised of tank 
systems use circular or rectangular tanks 
and are similarly supplied with water to 
raise aquatic animals. The term does not 
include net pens. 

(h) Investigational new animal drug 
(INAD) means a drug for which there is 
a valid exemption in effect under 
section 512(j) of the Federal Food, Drug, 
and Cosmetic Act, 21 U.S.C. 360b(j), to 
conduct experiments. 

(i) New animal drug application is 
defined in 512(b)(1) of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C 
360b(b)(1)). 

(j) Net pen system means a stationary, 
suspended or floating system of nets, 
screens, or cages in open waters of the 
United States. Net pen systems typically 
are located along a shore or pier or may 
be anchored and floating offshore. Net 
pens and submerged cages rely on tides 
and currents to provide a continual 
supply of high-quality water to the 
animals in production. 

(k) Permitting authority means EPA or 
the State agency authorized to 
administer the National Pollutant 
Discharge Elimination System 
permitting program for the receiving 
waters into which a facility subject to 
this Part discharges. 

(l) Pesticide means any substance 
defined as a ‘‘pesticide’’ in section 2(u) 
of the Federal Insecticide, Fungicide, 
and Rodenticide Act (7 U.S.C. 136(u)). 

(m) Real-time feed monitoring means 
a system designed to track the rate of 
feed consumption and to detect uneaten 
feed passing through the nets at a net 
pen facility. These systems may rely on 
a combination of visual observation and 
hardware, including, but not limited to, 
devices such as video cameras, digital 
scanning sonar, or upweller systems 
that allow facilities to determine when 
to cease feeding the aquatic animals. 
Visual observation alone from above the 
pens does not constitute real-time 
monitoring. 

(n) Recirculating system means a 
system that filters and reuses water in 
which the aquatic animals are produced 
prior to discharge. Recirculating systems 
typically use tanks, biological or 
mechanical filtration, and mechanical 
support equipment to maintain high 
quality water to produce aquatic 
animals.

§ 451.3 General reporting requirements. 
(a) Drugs. Except as noted below, a 

permittee subject to this Part must 
notify the permitting authority of the 

use in a concentrated aquatic animal 
production facility subject to this Part of 
any investigational new animal drug 
(INAD) or any extralabel drug use where 
such a use may lead to a discharge of 
the drug to waters of the U.S. Reporting 
is not required for an INAD or extralabel 
drug use that has been previously 
approved by FDA for a different species 
or disease if the INAD or extralabel use 
is at or below the approved dosage and 
involves similar conditions of use. 

(1) The permittee must provide a 
written report to the permitting 
authority of an INAD’s impending use 
within 7 days of agreeing or signing up 
to participate in an INAD study. The 
written report must identify the INAD to 
be used, method of use, the dosage, and 
the disease or condition the INAD is 
intended to treat. 

(2) For INADs and extralabel drug 
uses, the permittee must provide an oral 
report to the permitting authority as 
soon as possible, preferably in advance 
of use, but no later than 7 days after 
initiating use of that drug. The oral 
report must identify the drugs used, 
method of application, and the reason 
for using that drug. 

(3) For INADs and extralabel drug 
uses, the permittee must provide a 
written report to the permitting 
authority within 30 days after initiating 
use of that drug. The written report 
must identify the drug used and 
include: the reason for treatment, date(s) 
and time(s) of the addition (including 
duration), method of application; and 
the amount added.

(b) Failure in, or damage to, the 
structure of an aquatic animal 
containment system resulting in an 
unanticipated material discharge of 
pollutants to waters of the U.S. In 
accordance with the following 
procedures, any permittee subject to this 
Part must notify the permitting 
authority when there is a reportable 
failure. 

(1) The permitting authority may 
specify in the permit what constitutes 
reportable damage and/or a material 
discharge of pollutants, based on a 
consideration of production system 
type, sensitivity of the receiving waters 
and other relevant factors. 

(2) The permittee must provide an 
oral report within 24 hours of discovery 
of any reportable failure or damage that 
results in a material discharge of 
pollutants, describing the cause of the 
failure or damage in the containment 
system and identifying materials that 
have been released to the environment 
as a result of this failure. 

(3) The permittee must provide a 
written report within 7 days of 
discovery of the failure or damage 

documenting the cause, the estimated 
time elapsed until the failure or damage 
was repaired, an estimate of the material 
released as a result of the failure or 
damage, and steps being taken to 
prevent a reccurrence. 

(c) In the event a spill of drugs, 
pesticides or feed occurs that results in 
a discharge to waters of the U.S., the 
permittee must provide an oral report of 
the spill to the permitting authority 
within 24 hours of its occurrence and a 
written report within 7 days. The report 
shall include the identity and quantity 
of the material spilled. 

(d) Best management practices (BMP) 
plan. The permittee subject to this Part 
must: 

(1) Develop and maintain a plan on 
site describing how the permittee will 
achieve the requirements of § 451.11(a) 
through (e) or § 451.21(a) through (h), as 
applicable. 

(2) Make the plan available to the 
permitting authority upon request. 

(3) The permittee subject to this Part 
must certify in writing to the permitting 
authority that a BMP plan has been 
developed.

Subpart A—Flow-Through and 
Recirculating Systems Subcategory

§ 451.10 Applicability. 
This subpart applies to the discharge 

of pollutants from a concentrated 
aquatic animal production facility that 
produces 100,000 pounds or more per 
year of aquatic animals in a flow-
through or recirculating system.

§ 451.11 Effluent limitations attainable by 
the application of the best practicable 
control technology currently available 
(BPT). 

Except as provided in 40 CFR 125.30 
through 125.32, any existing point 
source subject to this subpart must meet 
the following requirements, expressed 
as practices (or any modification to 
these requirements as determined by the 
permitting authority based on its 
exercise of its best professional 
judgment) representing the application 
of BPT: 

(a) Solids control. The permittee must: 
(1) Employ efficient feed management 

and feeding strategies that limit feed 
input to the minimum amount 
reasonably necessary to achieve 
production goals and sustain targeted 
rates of aquatic animal growth in order 
to minimize potential discharges of 
uneaten feed and waste products to 
waters of the U.S. 

(2) In order to minimize the discharge 
of accumulated solids from settling 
ponds and basins and production 
systems, identify and implement 
procedures for routine cleaning of 
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rearing units and off-line settling basins, 
and procedures to minimize any 
discharge of accumulated solids during 
the inventorying, grading and harvesting 
aquatic animals in the production 
system. 

(3) Remove and dispose of aquatic 
animal mortalities properly on a regular 
basis to prevent discharge to waters of 
the U.S., except in cases where the 
permitting authority authorizes such 
discharge in order to benefit the aquatic 
environment. 

(b) Materials storage. The permittee 
must: 

(1) Ensure proper storage of drugs, 
pesticides, and feed in a manner 
designed to prevent spills that may 
result in the discharge of drugs, 
pesticides or feed to waters of the U.S. 

(2) Implement procedures for properly 
containing, cleaning, and disposing of 
any spilled material. 

(c) Structural maintenance. The 
permittee must: 

(1) Inspect the production system and 
the wastewater treatment system on a 
routine basis in order to identify and 
promptly repair any damage. 

(2) Conduct regular maintenance of 
the production system and the 
wastewater treatment system in order to 
ensure that they are properly 
functioning.

(d) Recordkeeping. The permittee 
must: 

(1) In order to calculate representative 
feed conversion ratios, maintain records 
for aquatic animal rearing units 
documenting the feed amounts and 
estimates of the numbers and weight of 
aquatic animals. 

(2) Keep records documenting the 
frequency of cleaning, inspections, 
maintenance and repairs. 

(e) Training. The permittee must: 
(1) In order to ensure the proper 

clean-up and disposal of spilled 
material adequately train all relevant 
facility personnel in spill prevention 
and how to respond in the event of a 
spill. 

(2) Train staff on the proper operation 
and cleaning of production and 
wastewater treatment systems including 
training in feeding procedures and 
proper use of equipment.

§ 451.12 Effluent limitations attainable by 
the application of the best available 
technology economically achievable (BAT). 

Except as provided in 40 CFR 125.30 
through 125.32, any existing point 
source subject to this subpart must meet 
the following requirements representing 
the application of BAT: The limitations 
are the same as the corresponding 
limitations specified in § 451.11.

§ 451.13 Effluent limitations attainable by 
the application of the best conventional 
technology (BCT). 

Except as provided in 40 CFR 125.30 
through 125.32, any existing point 
source subject to this subpart must meet 
the following requirements representing 
the application of BCT: The limitations 
are the same as the corresponding 
limitations specified in § 451.11.

§ 451.14 New source performance 
standards (NSPS). 

Any point source subject to this 
subpart that is a new source must meet 
the following requirements: The 
standards are the same as the 
corresponding limitations specified in 
§ 451.11.

Subpart B—Net Pen Subcategory

§ 451.20 Applicability. 

This subpart applies to the discharge 
of pollutants from a concentrated 
aquatic animal production facility that 
produces 100,000 pounds or more per 
year of aquatic animals in net pen or 
submerged cage systems, except for net 
pen facilities rearing native species 
released after a growing period of no 
longer than 4 months to supplement 
commercial and sport fisheries.

§ 451.21 Effluent limitations attainable by 
the application of the best practicable 
control technology currently available 
(BPT). 

Except as provided in 40 CFR 125.30 
through 125.32, any existing point 
source subject to this subpart must meet 
the following requirements, expressed 
as practices (or any modification to 
these requirements as determined by the 
permitting authority based on its 
exercise of its best professional 
judgment) representing the application 
of BPT: 

(a) Feed management. Employ 
efficient feed management and feeding 
strategies that limit feed input to the 
minimum amount reasonably necessary 
to achieve production goals and sustain 
targeted rates of aquatic animal growth. 
These strategies must minimize the 
accumulation of uneaten food beneath 
the pens through the use of active feed 
monitoring and management practices. 
These practices may include one or 
more of the following: Use of real-time 
feed monitoring, including devices such 
as video cameras, digital scanning 
sonar, and upweller systems; 
monitoring of sediment quality beneath 
the pens; monitoring of benthic 
community quality beneath the pens; 
capture of waste feed and feces; or other 
good husbandry practices approved by 
the permitting authority. 

(b) Waste collection and disposal. 
Collect, return to shore, and properly 
dispose of all feed bags, packaging 
materials, waste rope and netting. 

(c) Transport or harvest discharge. 
Minimize any discharge associated with 
the transport or harvesting of aquatic 
animals including blood, viscera, 
aquatic animal carcasses, or transport 
water containing blood. 

(d) Carcass removal. Remove and 
dispose of aquatic animal mortalities 
properly on a regular basis to prevent 
discharge to waters of the U.S. 

(e) Materials storage. 
(1) Ensure proper storage of drugs, 

pesticides and feed in a manner 
designed to prevent spills that may 
result in the discharge of drugs, 
pesticides or feed to waters of the U.S. 

(2) Implement procedures for properly 
containing, cleaning, and disposing of 
any spilled material. 

(f) Maintenance. 
(1) Inspect the production system on 

a routine basis in order to identify and 
promptly repair any damage. 

(2) Conduct regular maintenance of 
the production system in order to 
ensure that it is properly functioning. 

(g) Recordkeeping. 
(1) In order to calculate representative 

feed conversion ratios, maintain records 
for aquatic animal net pens 
documenting the feed amounts and 
estimates of the numbers and weight of 
aquatic animals. 

(2) Keep records of the net changes, 
inspections and repairs. 

(h) Training. The permittee must: 
(1) In order to ensure the proper 

clean-up and disposal of spilled 
material adequately train all relevant 
facility personnel in spill prevention 
and how to respond in the event of a 
spill. 

(2) Train staff on the proper operation 
and cleaning of production systems 
including training in feeding procedures 
and proper use of equipment.

§ 451.22 Effluent limitations attainable by 
the application of the best available 
technology economically achievable (BAT). 

Except as provided in 40 CFR 125.30 
through 125.32, any existing point 
source subject to this subpart must 
achieve the following effluent 
limitations representing the application 
of BAT: The limitations are the same as 
the limitations specified in § 451.21.

§ 451.23 Effluent limitations attainable by 
the application of the best conventional 
technology (BCT). 

Except as provided in 40 CFR 125.30 
through 125.32, any existing point 
source subject to this subpart must 
achieve the following effluent 
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limitations representing the application 
of BCT: The limitations are the same as 
the limitations specified in § 451.21.

§ 451.24 New source performance 
standards (NSPS). 

Any point source subject to this 
subpart that is a new source must meet 
the following requirements: The 

standard is the same as the limitations 
specified in § 451.21.
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