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DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 205

[Document Number AMS-NOP-20-0037;
NOP-20-03]

RIN 0581-AD75

National Organic Program (NOP); Final
Decision on Organic Livestock and
Poultry Practices Rule and Summary
of Comments on the Economic
Analysis Report

AGENCY: Agricultural Marketing Service,
Agriculture Department (USDA).
ACTION: Final decision.

SUMMARY: On April 23, 2020, the United
States Department of Agriculture
Agricultural Marketing Service (AMS)
published the Economic Analysis
Report related to the Organic Livestock
and Poultry Practices final rule (OLPP
Rule), published on January 19, 2017,
and the final rule withdrawing the
OLPP Rule (Withdrawal Rule),
published on March 13, 2018. AMS
sought comment to evaluate the analysis
in the Economic Analysis Report and to
decide whether additional action should
be taken in regard to the OLPP Rule.
The public comment process for the
Economic Analysis Report is being
conducted consistent with an Order of
the United States District Court for the
District of Columbia, which granted
USDA’s Motion to Remand a legal
challenge to the Withdrawal Rule for
purposes of clarifying and
supplementing the record regarding the
economic analysis underlying both the
OLPP Rule and the Withdrawal Rule.
(See Organic Trade Association v.
USDA; Civil Action No. 17-1875 (RMC)
(March 12, 2020), ECF No. 112). After
reviewing the Economic Analysis
Report and the public comments on it,
AMS is issuing this Final Decision
concluding that no additional
rulemaking action with respect to the
OLPP Rule is necessary.

DATES: September 17, 2020.

FOR FURTHER INFORMATION CONTACT:
Jennifer Tucker, Ph.D., Deputy
Administrator, National Organic
Program, Telephone: (202) 720-3252.
Fax: (202) 205-7808.

SUPPLEMENTARY INFORMATION: The Final
Decision may be accessed under the
following docket number available via
Regulations.gov: AMS-NOP-20-0037;
NOP-20-03. Additional supporting
documents and related materials may
also be referenced under this docket
number.

Documents related to this Final
Decision include: Organic Food
Production Act (OFPA) (7 U.S.C. 6501—
6524) and its implementing regulations
(7 CFR part 205); the Organic Livestock
and Poultry Practices (OLPP) proposed
rule published in the Federal Register
on April 13, 2016 (81 FR 21956); the
OLPP Rule published in the Federal
Register on January 19, 2017 (82 FR
7042); the final rule delaying the OLPP
Rule’s effective date until May 19, 2017,
published in the Federal Register on
February 9, 2017 (82 FR 9967); the final
rule delaying the OLPP Rule’s effective
date until November 14, 2017,
published in the Federal Register on
May 10, 2017 (82 FR 21677); a second
proposed rule presenting the four
options for agency action listed in
Section I, supra, published in the
Federal Register on May 10, 2017 (82
FR 21742); a final rule further delaying
the OLPP final rule’s effective date until
May 14, 2018, published in the Federal
Register on November 14, 2017 (82 FR
52643); a proposed rule explaining
AMS’ intent to withdraw the OLPP final
rule, published in the Federal Register
on December 18, 2017 (82 FR 59988);
the Withdrawal Rule, published in the
Federal Register on March 13, 2018 (83
FR 10775); a request for comment on the
OLPP Economic Analysis Report
published in the Federal Register on
April 23, 2020 (85 FR 22664).

Table of Contents

Background
Summary of and Responses to Comments
Received
1. Costs Were Inflated and Benefits Were
Discounted
2. Benefit Calculations Do Not Include
Broiler Submarket
3. Value of Prohibition on Forced Molting
Not Included in Willingness to Pay
Calculations
4. Sample Bias

5. Increase in Mortality Rates of Layers
from 5% to 8%
6. Correction to Lay Rates
7. Assumptions on Future Growth of
Production
Comments on General Policy or Beyond the
Scope of the Request for Comments
AMS Final Decision and Rationale

Background

The OFPA authorizes the United
States Department of Agriculture (USDA
or Department) to establish national
standards governing the marketing of
certain agricultural products as
organically produced. The national
standards are to assure consumers that
organically produced products meet a
consistent standard and to facilitate
interstate commerce in fresh and
processed food that is organically
produced. USDA’s Agricultural
Marketing Service (AMS) administers
the National Organic Program (NOP)
under 7 CFR part 205.

On January 19, 2017, AMS published
the OLPP Rule. After delaying the
effective date of the OLPP Rule until
May 14, 2018, AMS published the
Withdrawal Rule on March 13, 2018,
which withdrew the OLPP Rule. In the
Withdrawal Rule, AMS explained that it
had discovered three mathematical and
methodological errors in the Regulatory
Impact Analysis for the OLPP Rule
(Final RIA), and that the Final RIA was
thus incorrect in its assessment of the
costs and benefits of the OLPP Rule. In
connection with promulgating the
Withdrawal Rule, AMS published a
modified Regulatory Impact Analysis
(Withdrawal RIA) that sought to correct
for the three identified errors in the
Final RIA while otherwise holding that
analysis constant. Based on the
modified analysis in the Withdrawal
RIA, AMS projected that the costs of the
OLPP Rule likely exceeded its benefits,
and that projection was one of the
factors on which AMS based its
withdrawal of the OLPP Rule. AMS also
concluded in the Withdrawal Rule that
there was no market failure in the
organic industry sufficient to warrant
the particular regulations established by
the OLPP Rule. Separate and apart from
these economic and market-based
considerations, AMS determined in the
Withdrawal Rule that the statutory
authority under OFPA did not permit
the agency to regulate the organic
industry based solely on concerns
regarding animal welfare, and that the
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OLPP Rule thus exceeded the scope of
AMS’s authority under the statutory
scheme.

In the fall of 2017, the Organic Trade
Association (OTA) filed a lawsuit in the
U.S. District Court for the District of
Columbia, challenging AMS’s delay of
the OLPP Rule’s effective date; OTA
subsequently amended its complaint to
challenge the Withdrawal Rule. On
October 31, 2019, OTA filed a motion
for summary judgment accompanied by
several extra-record attachments,
including a privately commissioned
analysis of the Withdrawal RIA
performed by Dr. Thomas Vukina, a
consultant and professor of economics
at North Carolina State University. In
the course of reviewing Dr. Vukina’s
analysis, AMS independently
discovered that the Withdrawal RIA had
failed to fully correct for one of the
previously identified flaws and that the
Final RIA contained additional flaws
that had not previously been discerned
or corrected.

In light of that discovery, on January
3, 2020, USDA filed a motion to
suspend the summary judgment
proceedings and requested voluntary
remand to determine how to address the
additional methodological flaws
discovered in the prior RIAs. On March
12, 2020, the District Court granted that
request. See Organic Trade Association
v. USDA; Civil Action No. 17-1875
(RMC) (March 12, 2020), ECF No. 112
(the Order). In the Order, the District
Court set a deadline of 180 days for the
USDA to complete the action(s) that it
was going to take on remand. The
District Court also set a September 8,
2020 deadline for AMS to report back to
the Court on the outcome of these
proceedings.

Consistent with these developments,
AMS directed a methodological review
of the Final RIA and Withdrawal RIA,
which was undertaken by an AMS
economist that was not involved in the
promulgation of the OLPP Rule or the
Withdrawal Rule. That review resulted
in the preparation of a report that
summarized and explained its findings
(Economic Analysis Report or Report).
In the Economic Analysis Report, AMS
first provided a backdrop by explaining
the three errors that had been identified
in the Withdrawal RIA: (1) The incorrect
application of the discounting formula;
(2) the use of an incorrect willingness to
pay value for eggs produced under the
new open access requirements; and (3)
the incorrect application of a
depreciation treatment to the benefit
calculations. The Report explained that
although the Withdrawal RIA correctly
identified these errors and properly
addressed the first two errors (incorrect

discounting methodology and
willingness-to-pay values), it had not
fully removed the incorrect depreciation
treatment from the cost and benefit
calculations, which erroneously
reduced the calculation of both costs
and benefits.

The Report went on to identify and
discuss four categories of additional
errors in the Final RIA that were
previously undetected and therefore
inadvertently carried forward to the
Withdrawal RIA. These are: (1)
Inconsistent or incorrect documentation
of key calculation variables; (2) an error
in the volume specification affecting
benefits calculations in two of three
scenarios considered; (3) the incorrect
use of production values in the benefits
calculations that do not account for
projected increased mortality loss; and
(4) aspects of the cost calculations that
resulted in certain costs being ignored,
underreported, or inconsistently
applied. In addition, the Report
described certain minor errors that did
not have a material impact on the cost
and benefit calculations. On April 23,
2020, AMS published the Economic
Analysis Report, with a request for
public comment, in the Federal Register
(85 FR 22664). AMS sought public
comment to evaluate the analysis in the
Economic Analysis Report and to decide
whether additional action should be
taken in regard to the OLPP Rule in light
of the issues identified. The public
comment period ended on May 26,
2020.

After reviewing the public comments,
AMS is affirming the findings in the
Economic Analysis Report, modifying
its economic analysis of the OLPP Rule
to the extent discussed herein, and
issuing this Final Decision concluding
that no additional rulemaking action
with respect to the OLPP Rule is
necessary as a consequence of those
findings. This Final Decision explains
AMS'’ rationale for these determinations
in light of the findings contained in the
Economic Analysis Report and the
public comments received.

Summary of and Responses to
Comments Received

AMS received 551 comments
responding to the request for comment
on the Economic Analysis Report.
Several commenters provided
substantive comments on the Economic
Analysis Report and AMS addresses
those comments in detail below. Many
commenters addressed matters that
were not related to the issues outlined
in the Economic Analysis Report but
rather pertained to policy
considerations that, in the commenters’
view, weighed in favor of the OLPP rule

and against its withdrawal. These
comments generally were beyond the
scope of this proceeding.

1. Costs Were Inflated and Benefits Were
Discounted

One commenter stated that the
Economic Analysis Report appeared to
inflate the costs of the OLPP Rule by
front-loading them so that they were
discounted less, while also minimizing
or disregarding the benefits by heavily
discounting them in the future. The
commenter did not provide additional
detail as to why he believed the costs
and benefits of the OLPP Rule were
improperly allocated, and AMS is thus
limited in its ability to provide a
meaningful response to the comment.
However, AMS believes that it is
important to clarify that the purpose of
the Economic Analysis Report was
simply to identify errors in the previous
RIAs, including as to methodological
choices that appeared unreasonable or
inadvertent, and assess the materiality
of those errors. Importantly, the Report
did not attempt to redo the cost-benefit
analysis in the prior RIAs or recalculate
the costs and benefits of the OLPP Rule
based on any assessment about the
impact of those errors. It also did not
evaluate any costs or benefits
themselves, or independently assess
when those costs and benefits would be
realized. Therefore, the commenter’s
disagreement with the allocation of
costs and benefits would appear to be a
methodological critique of the Final
RIA, rather than the Economic Analysis
Report itself, or—in other words—a
perceived additional flaw in the Final
RIA not identified by the Economic
Analysis Report.

To the extent that is the commenter’s
intent, AMS disagrees with the critique.
AMS believes that, after correcting for
the improper depreciation methodology
and the other flaws outlined in the
Economic Analysis Report, the Final
RIA’s approach to allocating costs and
benefits over the 15-year analysis period
was methodologically reasonable. The
costs were allocated to different years of
the analysis period based on the dates
on which regulatory reforms were
required to be implemented, as well as
an assessment of the steps necessary for
producers to come into compliance by
those dates. Those allocations reflect the
age of various capital investments across
the industry, and distinctions between
one-time, up-front land acquisition costs
(on the one hand) and recurring annual
costs (on the other). The benefit
allocations were similarly based upon
the assumption that producers not
already in compliance would not come
into compliance until the date they were
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required to do so, and the Final RIA
assessed benefits flowing from that date
forward based on the projected output
of those producers. Beyond the errors
already identified in the Withdrawal
RIA and Economic Analysis Report,
AMS believes that this approach to
allocating costs and benefits was
reasonable, and the commenter has not
provided sufficient detail for AMS to
conclude otherwise.

The same commenter also stated that
the Economic Analysis Report
improperly corrected for any errors in
the RIAs, skewing the results in the
opposite direction. He also stated that
AMS’s explanation of the depreciation
error schedule was not transparent and
verifiable, and that AMS did not make
available the workbooks showing the
raw data and formulas used to calculate
the costs and benefits. With regard to
the assertion that the Report skewed
results in the opposite direction, AMS
reiterates that the intent of the
Economic Analysis Report was not to
undertake a correction of the errors in
the prior RIAs but simply to identify
them and discuss how they may have
impacted the prior economic analyses.
AMS acknowledges that such
discussion, in some places, may have
suggested that the errors could have
been addressed in various ways and
discussed how such corrections would
change the analysis, and is subject to
criticism in that regard. However, the
commenter did not provide any
information regarding why he believes
that the Economic Analysis Report
skewed the results in the opposite
direction, or explain the method he
thought AMS should have used instead
or why, or even specify the
methodological components that he
believed were improperly corrected.
AMS is therefore unable to respond to
this comment further. With respect to
the commenter’s assertion that AMS did
not made its underlying workbooks and
analysis available, AMS disagrees.
These documents were published in the
Federal Register and posted on
regulations.gov when AMS published
the Economic Analysis Report.

2. Benefit Calculations Do Not Include
Broiler Submarket

Another commenter stated that AMS
failed to consider benefits in the broiler
sub-market arising from the OLPP Rule.
As this comment reflects, the Final RIA
quantified the costs to broiler producers
to comply with the OLPP Rule but did
not attempt to quantify or otherwise
estimate any benefits that may have
resulted from such compliance. AMS
did not identify this as an error in either
the Withdrawal RIA or the Economic

Analysis Report. AMS notes that no
reliable numbers for benefits
attributable to the broiler sub-market
existed in the literature that was
available at the time that the OLPP Final
Rule was published. The commenters
cite to a 2006 McVittie, Moran and
Nevison paper, a 2014 Vukina,
Andersen, and Muth paper on broilers,
and a 2017 Mulder and Zomer paper for
estimates of the welfare benefits of
increased indoor space for broilers.
However, these papers were based on
working paper research that had not
been peer reviewed and thus were not
suitable for use as an official estimate in
a regulatory analysis.? Furthermore, the
2017 Mulder and Zomer paper was not
published until after the Final RIA was
published and was focused on the
preferences of Dutch consumers
generally, whose preferences might not
be reflective of those of U.S. organic
consumers.2 However, to the extent that
existing research suggests that American
consumers are willing to pay a price
premium for organic broilers produced
in compliance with the indoor stocking
density requirements of the OLPP Rule,
AMS acknowledges that the Final RIA
may have underestimated the benefits of
the OLPP Rule by assigning a $0 value
to those benefits. If so, AMS agrees that
this is another flaw in the Final RIA in
addition to the errors described in the
Economic Analysis Report.

3. Value of Prohibition on Forced
Molting Not Included in Willingness To
Pay Calculations

Some commenters stated that the
Economic Analysis Report failed to
explain why the reduced willingness to
pay (WTP) values utilized in the
Withdrawal RIA were justified. These
commenters also claimed that the
Economic Analysis Report failed to
consider the benefits of the OLPP Rule’s

10ne commenter cited the 2014 Vukina,
Andersen, and Muth paper on broilers, which in
turn referenced the 2012 “Phase 2 Report in USDA,
Agricultural Marketing Service, National Organic
Program”, that estimated a 30 percent increase in
WTP for broiler indoor space. Both these papers
ultimately rely primarily on the 2006 McVittie,
Moran and Nevison working paper to construct
their WTP estimate for broiler indoor space.

2 Similarly, the 2006 McVittie, Moran and
Nevison paper studied the preferences of British
consumers, not U.S. consumers. As noted by AMS,
a 2012 Vukina, Anderson, Muth, and Ball paper on
broilers stated, “British consumers are probably
somewhat different than U.S. consumers. They have
different levels of real disposable income, and they
are likely to have different sets of preferences. For
example, there is ample casual evidence that
European consumers are, on average, more
concerned with animal welfare than their U.S.
counterparts,” Economic Impact Analysis of
Proposed Regulations for Living Conditions for
Organic Poultry—Revised Phase 2 Report at 2—2,
prepared for Agricultural Marketing Service (Aug.
2012).

ban on forced molting. One commenter
argued that the correct WTP value
should be the sum of WTP values for
outdoor access and the prohibition on
forced molting that were found in the
2013 Heng, et al. study. The commenter
further argued that because these two
values are positive, the sum of both
WTP values is greater than the outdoor
access WTP value by itself.

The value of the OLPP Rule’s
prohibition on forced molting was not
separately considered in the WTP
analysis in either the Final RIA or the
Withdrawal RIA. In the Final RIA, AMS
used an estimated WTP range from the
2013 Heng et al. study that attempted to
assess consumers’ willingness to pay for
eggs produced in a cage-free
environment, with outdoor access, and
without induced molting, among
consumers that were and were not given
information about the environmental
impacts of those practices. In the
Withdrawal RIA, AMS explained that
this range was overstated as a measure
of benefits attributable to the OLPP Rule
because a cage-free environment was
already required for organic egg
production under regulations pre-dating
the OLPP Rule. Thus, in the Withdrawal
RIA, AMS used the estimated value
range for the consumer WTP for outdoor
access alone, found in the 2013 Heng et
al. study, to calculate the benefit of the
rule (per dozen eggs produced). AMS
acknowledges that the Withdrawal Rule
incorrectly stated that the prohibition
on induced molting was already
included in existing regulations and did
not attempt to measure or include the
benefits that might flow from that
prohibition. However, AMS does not
believe that this error materially affected
the benefits calculation. First, AMS
notes that the molting prohibition was
not considered on either side of the
cost-benefits calculation; that is, just as
AMS did not attribute any benefits to
this provision, nor did it measure the
provision’s costs. If AMS were to
separately consider the benefits of this
provision, it would also need to
consider its costs, which would likely
include the higher cost of acquiring
replacement pullets, lower production,
and lost opportunities to take advantage
of seasonal increases in egg demand.

AMS believes, however, that it was
methodologically appropriate to exclude
the molting prohibition from both
components of the analysis, because
most organic producers were likely
already complying with this prohibition
prior to the promulgation of the OLPP
Rule. Molting, which is synonymous
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with forced molting 3 in a production
setting, is induced in a flock by
restricting the birds’ diet and daily light
exposure for two to three weeks. In this
period, the birds molt, or lose and
replace their feathers. Several weeks
after their regular diet and access to
light exposure are restored, a second egg
production cycle begins with a reduced
peak and duration compared to the first
cycle. In general, the tradeoffs between
whether to molt existing flocks or
replace them consider the cost of
acquiring new hens and the timing of
increased production of eggs (a product
with very seasonal demand). However,
this choice is severely constrained in
the context of organic production, even
without the prohibition contained in the
OLPP Rule. Under the existing
regulations (i.e., those that were in effect
prior to the promulgation of the OLPP
Rule and after its withdrawal), induced
molting practices would be
operationally difficult. Under these
provisions, organic laying hens are
required to have outdoor access, a
condition that prevents the farmer from
limiting light exposure through most of
the year. Similarly, organic laying hens
are required to be cage-free, a situation
that allows layers to potentially acquire
additional nutrition from the feed of
other layers, the manure of other layers,
and outdoor foraging. Because the
farmer cannot entirely control the bird’s
light exposure or nutrient consumption,
induced molting, under current organic
rules, is economically impractical.4
Furthermore, AMS has no data
indicating that induced molting is
commonly used in organic farming.
AMS thus believes that this practice is
likely rare in organic flocks even absent
an express prohibition,® and that

3Forced molting is an industry practice that
restores the egg-laying productivity of egg-laying
hens. Following their hatching, young egg-laying
hens (pullets) are raised in specialized facilities that
restrict the bird’s exposure to light, which
stimulates egg production. At 18 weeks of age,
layers are moved to egg production facilities. At 20
weeks, hens begin laying small, undersized eggs.
Eggs increase in size throughout the layer’s life, but
peak production (in terms of number of eggs
produced) occurs at 20 weeks and then gradually
declines. Without molting, at approximately 80 to
85 weeks, the first cycle of production is complete
and layers are replaced with new hens acquired
from pullet-raising operations. By molting birds for
approximately 7 weeks when the layers are
approximately 68 weeks old, the first cycle of
production is shortened but allows for a second
cycle of production that typically ends lasts 35
weeks or until the birds are 105 to 115 weeks old.

4Jacquie Jacob and Tony Pescatore, “Molting
Small-scale Commercial Egg Flocks in Kentucky”,
2018 Univ. of Kentucky Cooperative Extension
Service, ASC—236 (A molt. . . probably cannot be
done with small flocks that are exposed to natural
daylength.”)

5In 2016, approximately 4.8 percent of all 7.4
billion table eggs produced in the United States

considering this prohibition in the
economic analysis would do little to
create new costs or benefits. AMS
therefore concludes that independent
consideration of the molting provision
would not have materially changed the
WTP value and that it was appropriate
to exclude these costs and benefits from
the assessment of costs and benefits in
the Withdrawal RIA.6

4. Sample Bias

Another commenter argued that the
Final RIA and the Withdrawal RIA
introduced sample bias error in their
estimation of organic consumers’ WTP
because the 2013 Heng study on which
AMS based these estimations
considered the entire consumer market
for eggs rather than just the consumers
in the existing market for organic eggs,
which the commenter argued were the
true beneficiaries of the OLPP Rule.
Whether the relevant market consists
solely of existing consumers of organic
eggs or encompasses both existing and
potential future consumers is not well
established in the literature. The market
growth rate assumed by the Final and
Withdrawal RIAs was 12.7% per
annum, which was based on growth
rates in the years preceding the OLPP
Rule. AMS notes that if this growth rate

were organically certified (NASS, Survey of Organic
Agriculture, 2017, NASS, Monthly Chicken and Egg
Report, February 28, 2017). In that year, the
maximum share of laying flocks that had been
molted was 21.3 percent (NASS, Monthly Chicken
and Egg Report, February 28, 2017).

6 However, AMS notes that even if it were
appropriate to separately consider the costs and
benefits of the molting prohibition, it would be
inappropriate to adopt the commenter’s suggestion
that AMS simply sum the values of the WTP for
outdoor access and the WTP for forced molting in
the 2013 Heng et al. study. First, the 2013 Heng et
al. study did not find a significant effect of a
prohibition on forced molting on consumer WTP
within its analysis. While the 2013 Heng et al. study
reported positive WTP values for different subsets
of the average consumer, it also stated that “the
means for welfare-related attributes Access,
CageFree, and NoMolting were statistically not-
different from zero.” In general, the lack of
significance for a parameter estimate for a variable
in a statistical model indicates that the variation
seen in the data capturing the effect of that variable
cannot be distinguished from that which would
occur from ordinary, random effects. Second, the
consumer choice experiment of the Heng et al.
(2013) article may have exhibited scope
insensitivity. See Alaya Spencer-Cotton, Marit E.
Kragt and Michael Burton ‘‘Spatial and Scope
Effects: Valuations of Coastal Management
Practices” Journal of Agricultural Economics
69(2018)3:833-851. Scope insensitivity occurs
when a consumer’s stated valuation of a product
with different socially beneficial attributes does not
increase as more socially beneficial attributes are
added to the product. Notably, Heng et al. (2013)
observed that “few differences are seen in the WTP
distributions because of perceived differences in
product quality” regarding induced molting and
explained that WTP differences in this category
generally flowed from assessments regarding social
and animal welfare benefits.

continued as projected, it would mean
that the organic market would grow
81% in five years and 105% within six
years, a value which substantially
exceeds U.S. population growth. Such
growth therefore assumes that either
new organic consumers are entering the
market from the non-organic market or,
in a far less likely scenario, that existing
organic egg consumers are dramatically
increasing their egg consumption every
year. It is inconsistent to assume that
markets grow at extraordinarily high
rates based on suggestions that some
previously conventional egg consumers
are now purchasing organic, while
simultaneously assuming that only the
preferences of consumers previously
purchasing organic products should be
considered in the calculation of WTP
values. Moreover, the commenter did
not provide any reason to differentiate
between the WTP of existing organic
consumers and organic consumers that
might enter the market as a result of the
OLPP Rule, or to assume that existing
organic customers would have a higher
WTP than the new organic customers
for the characteristics considered in the
RIAs. Indeed, the opposite could be true
if the new customers are motivated to
enter the market by the additional
regulation encompassed by the OLPP
Rule. Thus, AMS disagrees with this
commenter’s suggestion that the WTP
values should have been based solely on
literature studying existing organic
consumers.”

5. Increase in Mortality Rates of Layers
From 5% to 8%

Several commenters stated that the
Final RIA t erroneously projected that
mortality rates of organic layers would
rise from 5% to 8% as a result of the
OLPP Rule, and thus erroneously
lowered egg production rates in light of
that projection. They argued that the
Economic Analysis Report’s finding that
the projected increase in mortality was
not fully incorporated into the benefits
calculation and thus led to an
overestimation of benefits by 1.4 percent
was in error because the Economic
Analysis Report did not examine the
original projected increase. In support of
this critique, some of these commenters
opined that actual flock records show
lower mortality rates and provide better
data than the sources cited by the
Economic Analysis Report. However,

7However, to the extent WTP of existing
consumers were to materially differ from those of
future consumers, it would affect the benefits
calculation in potentially complex ways, given that
a core assumption underlying the benefits
calculation was the projection that the market for
organic eggs would more than quadruple over the
analysis period.
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they did not provide any flock records
in support of this claim.

In the Final RIA, AMS projected that
mortality rates of organic layers would
rise by three percentage points, from a
mortality rate of 5 percent to a mortality
rate of 8 percent, as a result of the new
outdoor access requirements that would
expose layers to increased risks of
disease and predation. This mortality
allowance responded to public
comments on the Final RIA and was
guided by data from the Animal and
Plant Health Inspection Service (APHIS)
National Animal Health Monitoring and
Surveillance (NAHMS) 2013 Layers
study.8 The Economic Analysis Report
made reference to this component of the
Final RIA’s analysis, but it did not itself
make or modify any projections
regarding increased mortality rates
because doing so would disturb the
baseline levels of production. Rather,
the Economic Analysis Report simply
noted that AMS failed to fully
incorporate the projected mortality
increase into the Final RIA. While the
Final RIA’s cost estimates did reflect the
lower egg production level based on
projected higher mortality, the benefits
were calculated on the unadjusted
production levels without considering
the lower production levels resulting
from the mortality adjustment.

Regarding the accuracy of the
mortality rate increase used by AMS,
one commenter cited a survey by the
Organic Trade Association conducted
during the Economic Analysis Report’s
public comment period as showing that
the mortality rate for laying hens was
6.07 percent. However, AMS does not
have access to this data or the details of
how it was collected, and the Agency
thus cannot assess its methodological
soundness or rely on it as being
representative of the industry for the
purposes of these proceedings.
Furthermore, AMS finds support for its
prior assumption of a 3 percent
mortality increase in a 2020 study by
Bestman and Bikker-Ouwejan,® which
finds that, “on average, 3.7 percent of
hens in organic/free-range flocks were
estimated to be killed by predators,
while total mortality is 12.2 percent.”
This suggests that AMS’s assumed 3
percentage point increase in mortality
under the OLPP Rule accurately
captures the likely increase in layer
mortality from predation under the new
open access requirement.

8 https://www.aphis.usda.gov/aphis/ourfocus/
animalhealth/monitoring-and-surveillance/nahms/
nahms_poultry_studies/.

9Monique Bestman and Judith Bikker-Ouwejan
“Predation in Organic and Free-Range Egg
Production” Animals 2020 10,177.

The commenter also cites Leenstra et
al. (2014) as showing different rates of
hen mortality by farm types, including
organic, free-range, barn, and caged, and
argues from these trends for the “use of
a zero excess mortality attributable to
outdoor access because even if,
currently, there is some degree of excess
mortality due to outdoor access, by the
time [the OLPP Final Rule] is fully
implemented, technological and
management advances are likely to
eliminate the existing differences” OTA
comment on the Economic Analysis
Report at 8. However, the commenter
provided no data or information in
supporting this argument and AMS
finds it to be being highly speculative
about the future direction of technology,
as well as inconsistent with the Bestman
study. More importantly, although AMS
acknowledges that a range of viewpoints
regarding the impact of the outdoor
access provisions on the mortality levels
of organic layers is supported by
differing literature, for purposes of this
Economic Analysis Report, AMS
continues to believe that the loss rate
projections in the Final RIA were
methodologically sound and reasonable.

6. Correction to Lay Rates

A commenter stated that the
Economic Analysis Report erred by
concluding that annual egg production
rates should be reduced from 24.7708
dozen eggs per layer to 23.0406 dozen
eggs per layer because the lower figure
relies on AMS Market News Report data
rather than other data that the
commenter believes to be more
representative of the industry. AMS
disagrees with this comment. Although
the Final RIA assumed the average
number of eggs laid per hen was
24.7708 dozen, that figure was used
without citation and, based on AMS
market data available, it overestimates
the number of eggs produced by 7.51
percent compared to the estimates
provided in the contemporaneous
Market News Report. The 24.7708 dozen
estimate in the Final RIA was also larger
than the estimate used in the
Preliminary RIA, which cited a rate of
284 eggs/hen/year from pasture
production, which is equivalent to 23.67
dozen per year. The Economic Analysis
Report noted that this error may be
related to the fact that, although the
Final RIA stated that AMS Market News
data reported 14 million organic layers
in production in 2016 based on April
data, that statement was incorrect. AMS
Market News actually reported an
estimated 11,350,500 organic layers in
each of the four reporting weeks in
April of 2016 in its “Weekly USDA
Certified Organic Poultry and Eggs”

report. It was not until the November
2016 report that the estimated flock was
increased to 14,087,500 layers.
Additionally, the Economic Analysis
Report explained that the highest level
of organic egg production reported
between April 2016 and January 2017
was 207,497 multiplied by 30-dozen
cases, or 6,224,910 dozen eggs per week.
The Economic Analysis Report
calculated the laying rate at this highest
level of weekly production, based on
52.143 weeks per year, and a laying
flock 14,087,500 birds, to equal
324,584,359 dozen eggs produced per
year, which yields an average of 276.49
eggs, or 23.0406 dozen, per laying hen
per year. AMS believes that this
methodology was appropriate.

A commenter stated that the AMS
Market News Weekly USDA Certified
Organic Poultry and Eggs Report should
not be considered representative of the
industry because the USDA report
includes the disclaimer ““does not reflect
all organic production; estimates are
based on data collected from industry
cooperators and other sources.” An
alternative higher production rate
24.689 dozen was suggested by the
commenter. That estimate, however, is
based on a sample of 5.62 million layers
and is not publicly available. Because
the size of this sample is only 40
percent of the size of the AMS data
surveying 14.087 million layers, it is an
even less robust sample of egg
production than the AMS Market News
Weekly Report and thus is likely to be
less representative of the industry than
the figures on which AMS relied.

7. Assumptions on Future Growth of
Production

Finally, multiple commenters
disagreed with the Final RIA’s
assumption that organic egg production
will grow at the 12.7 percent rate that
is applied in two of the three scenarios
considered in the Final RIA. These
commenters stated that by failing to
recognize growth opportunities
presented by new OLPP compliant
operations, the growth rate assumptions
in the Final RIA are too low. They
further argued that, under the three
scenarios considered by the Department,
there was no reason for the Final RIA to
assume that some organic producers
would exit the market rather than
comply with the OLPP Rule, given the
strong demand and a growing market.
They further contended that, even if
some producers did exit the market,
other OLPP compliant producers would
replace them and that the Final RIA
underestimated these new entrants’
effects on the assumed growth rate of
12.7% per annum.
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The Economic Analysis Report did
not critique the soundness of either the
Final RIA’s assumption that the
industry would continue to grow by
12.7 percent annually over the 15-year
period or its assumption that some
organic producers would exit the
industry rather than comply with the
rule. Based on comments to the
preliminary RIA, AMS increased its
assumed rate of industry growth when
it issued the Final RIA and it
maintained that rate unchanged in the
Withdrawal RIA. AMS continues to
believe that this assumed rate
appropriately incorporated industry
information and expectations that were
available at the time of the Final RIA’s
publication, which suggested an average
growth rate of 12.7 percent across the
preceding decade. The Economic
Analysis Report addressed only the lack
of consistency in the calculated
production levels based on the assumed
rate of growth and industry exit under
the three scenarios considered in the
Final RIA. For example, the Economic
Analysis Report found that the Final
RIA had multiple instances where the
production levels used in the benefits
and cost calculations of the RIA did not
reflect the production levels implied by
the assumed growth rates. AMS notes
that even the 12.7 percent value
assumed robust growth far exceeding
annual growth in other sectors and was
based on explosive growth in the
organic industry that may have been
due, in part, to independent factors not
attributable to the organic label, such as
lack of supply in the conventional
markets. AMS believes that there is no
reason to assume that growth would
exceed that average rate 12.7 percent per
year across the entire 15-year period,
especially in light of the increased costs
expected to result from the OLPP Rule
and considerations of market
maturation.

Comments on General Policy or Beyond
the Scope of the Request for Comments

The limited purpose of this notice-
and-comment proceeding was to assist
AMS in forming a final assessment
regarding the methodological soundness
of the OLPP Final RIA and Withdrawal
RIA and any policymaking conclusions
that flow from that assessment. Most
commenters provided their views on
other aspects of the OLPP rulemaking,
namely legal and policy arguments in
favor of the OLPP Rule that do not relate
to the methodology of the RIAs. Those
views include opinions regarding
AMS’s legal authority to promulgate the
OLPP Rule, the role of the NOSB in the
rulemaking process, the support of
stakeholders for the OLPP Rule, and the

perceived benefits of the OLPP Rule.
Although AMS appreciates these
comments, they are beyond the scope of
the request for comment and thus AMS
is not providing responses to them in
light of the limited scope of this
proceeding. This proceeding was not
intended to fully reopen the legal and
policy discussion regarding the OLPP
Rule. Those issues have already been
the subject of three notice-and-comment
proceedings in the last four years. To
the extent the comments reiterate
opinions already expressed during the
rulemaking proceedings on the OLPP
Rule, the delay of its effective date, and
the Withdrawal Rule, AMS refers to the
discussions of those rulemaking
documents that provide its analysis and
responses to those comments.

Commenters also made assertions
regarding benefits of the OLPP that did
relate, in some respect, to the soundness
of AMS’s analysis of costs and benefits
but were speculative and difficult, if not
impossible, to validate and/or quantify.
For example, commenters argued that
the Economic Analysis Report
underestimated the importance of
animal welfare to organic consumers,
how the OLPP Rule would increase
consumer knowledge of animal welfare
practices in organic production, and
how such knowledge could, in turn,
increase organic consumer’s willingness
to pay organic price premiums.
However, these asserted benefits are
highly speculative and their proponents
proffered no data or studies supporting
or quantifying the alleged relationships
between animal welfare practices,
consumer knowledge of the same, and
the impact of such knowledge on
organic consumers’ WTP. Furthermore.
AMS believes that the Final RIA and, by
extension, the Withdrawal RIA,
expressly considered this idea by
relying on research that attempted to
measure consumer WTP for animal
welfare attributes. Thus, AMS does not
agree that these critiques identify any
additional errors in the Final RIA or the
Withdrawal RIA. Moreover, AMS notes
that the organic regulations existing
prior to the OLPP Rule set standards for
livestock and poultry healthcare, feed,
and living conditions. The significant
expansion of the organic egg laying
flock, organic egg production, and
reported sales under these regulations
demonstrate consumer trust in current
practices and requirements.

Some commenters similarly argued
that other alleged benefits of the OLPP
Final Rule should have been considered
in the Economic Analysis Report,
including increased consumer
confidence in the organic label; greater
uniformity in organic practices; a more

level playing field among producers; the
promotion of soil fertility and nutrient
recycling; a reduction or prevention of
certain external costs generated by
factory farms such as pollution; a
reduction in import fraud; and a
preservation of organic equivalency
arrangements with foreign trading
partners. However, the existence and
scope of those benefits are speculative at
best and the commenters proffered no
data or studies quantifying or otherwise
supporting the purported benefits. Thus,
AMS believes that the opinions in these
comments reflect policy disagreements
regarding the possible consequences of
the OLPP Rule, rather than
methodological flaws in the economic
analyses. AMS has already responded to
the substance of these comments in the
prior rulemaking proceedings.

Some commenters disagreed with
USDA'’s use of the cost benefit analysis
generally, stating that such analyses
should not apply to programs in which
participation is entirely voluntary.
However, as noted in the proposed rule
explaining AMS’s intent to withdraw
the OLPP Final Rule, published in the
Federal Register on December 18, 2017
(82 FR 59988), the Office of
Management and Budget designated
withdrawal of the OLPP Final Rule an
economically significant regulatory
action, thereby necessitating a cost
benefit analysis undertaken pursuant to
Executive Orders 12866 and 13563, and
these Executive Orders make no
distinction between mandatory and
voluntary programs. Other commenters
said that AMS wrongly considered the
costs and benefits to large factory
farms,® whose industrialized
production models the commenters
asserted were innately non-organic.
However, AMS regulates organic
processes and it permits a variety of
organic production practices. It does not
presume the compatibility of certain
production practices and models with
organic requirements, and if a factory
farm is able to develop and adhere to an
approved organic system plan that
complies with existing regulations, then
AMS will deem it organic, regardless of
its size or structure.

Some commenters stated that AMS
should issue a corrected Regulatory
Impact Analysis for the OLPP
Withdrawal Rule instead of preparing a

10 Another commenter said that AMS was
incorrect to use the Small Business
Administration’s (SBA) threshold of $15 million in
annual revenue as the cut-off for small organic
farms in the Final RIA, given the size differences
between the organic and non-organic submarkets.
However, this comment falls well outside the scope
of the request for comments on the Economic
Analysis Report and AMS will not address it
further.
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report cataloguing and explaining the
errors in both the Final RIA and the
Withdrawal RIA. However, after AMS
identified the additional errors in
December 2019, it determined that the
prudent course was to proceed
incrementally by first identifying the
errors and then deciding what to do
about them. Had AMS decided that
further policymaking was necessary,
AMS agrees that preparation of a new
RIA might have been appropriate, but
AMS has decided against such further
preparation for the reasons stated below.
AMS disagrees that it should have
attempted to correct the errors in the
Final RIA. The errors in that RIA were
so pervasive and intertwined with the
rest of the analysis, and certain
methodological choices so poorly
documented, that it would be difficult
to attempt to isolate and fully correct for
each documented error. In light of the
pervasive errors discovered to date and
the failure to document certain
methodological choices, AMS could not
be confident that other errors may not
later come to light, thus necessitating
further corrections. Furthermore, even if
the errors could be isolated from the rest
of the analysis and fully corrected, the
data underlying the cost benefit
calculations date back to at least 2014 or
earlier and thus may no longer be valid,
especially in light of the economic
changes occasioned by the COVID-19
pandemic. The only way that USDA
could confidently address all of the
errors and account for changing
economic conditions would be to start
the cost benefit analysis over from
scratch. However, AMS believes that it
would not have been possible to
complete a new regulatory impact
analysis, seek and address comments on
that analysis, and finalize it within the
time constraints imposed by the Court’s
order.

Additionally, as explained in the
Withdrawal Rule, USDA does not
believe that the OFPA provides
statutory authority for the OLPP Rule or
(even if it did) that there has been a
market failure that makes an
intervention in the market necessary
and thus warrants the use of limited
agency resources to complete a new
RIA. As noted in the discussion of
market failure or the lack thereof in the
Withdrawal Rule (83 FR 10775), a
variety of organic production practices
may be employed to meet organic
production standards and the existence
of such variety is not an indication of
a significant market failure. Moreover,
as shown by the Organic Trade
Association’s annual 2019 Organic
Industry Survey, demand for organic

eggs and poultry was strong in the years
prior to the promulgation of the OLPP
Rule and has remained so since its
withdrawal.

Finally, when USDA sought remand
of the OLPP Withdrawal Rule from the
District Court for the District of
Columbia, it explained that it was doing
so ‘“‘to address whether [the identified
flaws] require changes to the economic
analysis,” and did not commit that it
would necessarily undertake a new or
corrected cost benefit analysis for the
rule. As explained in this Final
Decision, AMS has determined that it
would not be feasible or prudent to
attempt to correct the prior economic
analyses and that preparation of a new
analysis would not be an appropriate
use of agency resources in light of
AMS’s other bases for withdrawing the
OLPP Rule. Instead, USDA has
produced the Economic Analysis Report
and this final decision, which conclude
that the RIAs for the OLPP Rule and
Withdrawal Rule are seriously flawed
and thus did not produce a reliable
projection of costs and benefits, and
AMS is withdrawing its prior
conclusions regarding the economic
impacts of the OLPP Rule to reflect
these assessments without initiating
further policy changes.

Another commenter questioned the
integrity of the Economic Analysis
Report, stating that its author, Dr.
Peyton Ferrier, did not conduct an
independent peer review of the OLPP
Rule and Withdrawal Rule RIA’s
because he is an AMS employee who
was tasked with reaffirming the agency’s
withdrawal decision. It stated that the
Economic Analysis Report should be
more properly considered a Litigation
Report. AMS acknowledges that Dr.
Peyton Ferrier is currently an AMS
economist, but he was not involved in,
nor was he an AMS economist at the
time of, the development, drafting, or
review of the OLPP RIA, the OLPP Rule,
the Withdrawal RIA, or the Withdrawal
Rule. Therefore, he was able to provide
an independent perspective on the
integrity of the methodology and
calculations used by other USDA
economists and organic program who
were involved in the preparation of the
RIAs for the prior rulemakings, and he
did in fact conduct an independent peer
review of those RIAs. Furthermore, Dr.
Ferrier was not asked to opine on what
the USDA’s final decision on the OLPP
rulemaking should be, and he did not
advocate for a particular outcome in the
Economic Analysis Report. Rather, he
supplied underlying data and his
analysis of that data, which USDA has
considered in making and explaining
this Final Decision.

Commenters also criticized Dr.
Ferrier’s reliance upon a 2013 article by
Yan Heng, Hikaru Hanawa Peterson,
and Xianghong Li (Heng et al.) for its
values of consumer WTP for outdoor
access. AMS actually considered
estimates of consumer WTP from
several studies, but Heng et al. (2013)
was specifically cited in the Economic
Analysis Report because that study
supplied the figures that AMS relied
upon in projecting the anticipated
benefits of the OLPP in the Final RIA
and Withdrawal RIA. As previously
noted, the narrow purpose of the
Economic Analysis Report was to
review and critique the two prior RIAs
and the errors in those RIAs revolved
around the 2013 Heng study. Thus, it
was relevant to the discussion of certain
identified flaws or weaknesses in those
analyses and Dr. Ferrier appropriately
made it his focus.

Other comments challenged the
Economic Analysis Report on the
ground stated that the RIAs and
Economic Analysis Report were not
transparent and that the data and
formulas that were used to prepare them
had not been made publicly available or
were inconsistent with the available
private sector data, thus rendering them
unreproducible and unverifiable. While
the previous RIAs may not have been
fully transparent in their modeling,
AMS disagrees with commenter
assertions that the Economic Analysis
Report is not transparent in its
modeling. The Economic Analysis
Report comprehensively catalogues and
explains errors presented in the
previous RIAs, particularly those in the
cost calculations and depreciation
schedules. Furthermore, when AMS
published the Economic Analysis
Report, it also published several
supporting documents and files
explaining the report’s data and
formulations in the rulemaking docket
on regulations.gov. AMS is unaware of
the private sector data referenced in
specific comments and the commenters
did not provide those data.

One commenter stated that USDA
failed to give commenters sufficient
time to review and comment on the
Economic Analysis Report because
USDA did not expand the comment
period on the report from 30 days to 60
days, as requested. However, a 60 day
comment period would not have
allowed AMS to complete the necessary
steps to draft and publish the Economic
Analysis Report, review and analyze the
comments on the report, and complete
this Final Decision by the deadline set
by the District Court in the District of
Columbia. Additionally, the Regulatory
Impact Analysis for the OLPP Final Rule
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has been available since January 2017,
and the Regulatory Impact Analysis for
the OLPP Withdrawal Rule has been
publicly available since March 2018.
Furthermore, USDA identified and
described concerns regarding those RIAs
in public litigation filings on January 3,
January 24, and February 21, 2020.
Thus, although the Economic Analysis
Report was not itself published until
April 23, 2020, AMS believes that
commenters had ample opportunity to
familiarize themselves with the Final
RIA and the Withdrawal RIA and that
30 days was sufficient to review a report
analyzing specific flaws in those
documents.

AMS Final Decision

The purpose of the remand was to
clarify and supplement the record
regarding the OLPP and Withdrawal
Rules in light of new facts and
information that came to USDA’s
attention in December 2019, and for
AMS to make a decision on whether
further rulemaking action or economic
analysis is warranted in light of that
new information. USDA accomplished
this goal by commissioning Dr. Peyton
Ferrier to review the RIAs for the OLPP
Final Rule and OLPP Withdrawal Rule
and to articulate the impact of his
findings on the existing regulatory
framework under the Withdrawal Rule.
Pursuant to this process, Dr. Peyton
produced the Economic Analysis Report
setting forth his conclusion that there
were significant methodological flaws in
both RIAs, and AMS solicited public
comment on the findings in the Report.
After careful consideration of the
Economic Analysis Report and the
comments received thereupon, USDA
finds nothing in those comments that
would cause it to reject or modify the
findings of that report, and it affirms the
findings of the report.

The Economic Analysis Report
discredits the Final RIA because that
RIA contained multiple methodological
errors that were carried forward to the
Withdrawal RIA and conclusively
demonstrate its untrustworthiness. The
Final RIA incorrectly applied a
discounting formula to future benefits,
used an inappropriate WTP for the
value of eggs produced under the OLPP
Rule’s outdoor access requirements, and
applied depreciation to the benefits of
the rule but not the costs. The
Withdrawal RIA corrected the first two
errors, but it only partially corrected the
third because it attempted to remove the
depreciation treatment from the benefits
calculation but did not fully do so. The
Economic Analysis Report also found
four other significant errors in the Final
RIA that went undiscovered until they

were brought to light by a review that
was prompted by Dr. Thomas Vukina’s
extra-record analysis, and which thus
carried over into the Withdrawal RIA.
These results indicate that the Final RIA
was significantly flawed and caused the
Withdrawal RIA to be flawed. To the
extent the Withdrawal Rule formed an
assessment of the likely costs and
benefits of the OLPP Rule based on that
flawed analysis, AMS hereby modifies
that assessment and concludes simply
that the Final RIA does not support
promulgation of the OLPP Rule in light
of its significant flaws. Implementing
the OLPP Rule based on such a flawed
economic analysis is not in the public
interest. AMS makes no changes to the
conclusions set forth in the Withdrawal
Rule that did not rely on the flawed
RIAs and leaves the remainder of the
Withdrawal Rule intact. In light of these
findings and conclusions, USDA sees no
basis for, and thus has decided not to
take, any further regulatory actions or to
make any policy changes with respect to
the OLPP Rule.

Bruce Summers,

Administrator, Agricultural Marketing
Service.

[FR Doc. 2020-19939 Filed 9-16-20; 8:45 am]
BILLING CODE P

DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

9 CFR Part 93

[Docket No. APHIS-2011-0044]

RIN 0579-AD65

Brucellosis and Bovine Tuberculosis:
Importation of Cattle and Bison

AGENCY: Animal and Plant Health
Inspection Service, Agriculture
Department (USDA).

ACTION: Final rule.

SUMMARY: We are amending the
regulations governing the importation of
cattle and bison with respect to bovine
tuberculosis and brucellosis to establish
a system to classify foreign regionsas a
particular status level for bovine
tuberculosis and a particular status level
for brucellosis. We are also establishing
provisions for modifying the bovine
tuberculosis or brucellosis classification
of a foreign region. Finally, we are
establishing conditions for the
importation of cattle and bison from
regions with the various classifications.
The changes will make the requirements
clearer and assure that they more
effectively mitigate the risk of

introduction of these diseases into the
United States.

DATES: Effective October 19, 2020.

FOR FURTHER INFORMATION CONTACT: Dr.
Kelly Rhodes, Senior Staff Veterinarian,
Regionalization Evaluation Services, VS,
APHIS, 4700 River Road, Unit 38,
Riverdale, MD 20737-1236; (301) 851—
3300.

SUPPLEMENTARY INFORMATION:
Background

The regulations in 9 CFR part 93,
subpart D (§§ 93.400-93.436, referred to
below as part 93 or the subpart), contain
requirements for the importation of
ruminants into the United States to
address the risk of introducing or
disseminating diseases of livestock
within the United States. Part 93
currently contains provisions that
address the risk that imported bovines
(cattle or bison) may introduce or
disseminate brucellosis or bovine
tuberculosis (referred to below as
tuberculosis) within the United States.
The current regulations, which may be
divided into requirements that are
generally applicable to most exporting
countries and specific requirements that
are applicable to Canada, Mexico, and
the Republic of Ireland, do not account
for changes in disease programs or
disease prevalence that could increase
or decrease the risk of spread of
brucellosis or bovine tuberculosis posed
by the importation of cattle or bison
from foreign regions.

On December 16, 2015, we published
in the Federal Register (80 FR 78461—
78520, Docket No. APHIS—-2011-0044) a
proposal 1 to amend the regulations by
consolidating the domestic regulations
governing tuberculosis and those
governing brucellosis, as well as to
revise the tuberculosis- and brucellosis-
related import requirements for cattle
and bison to make these requirements
clearer and ensure that they more
effectively mitigate the risk of
introduction of these diseases into the
United States.

We solicited comments concerning
our proposal for 90 days ending March
15, 2016. We extended the deadline for
comments until May 16, 2016, in a
document published in the Federal
Register on March 11, 2016 (81 FR
12832-12833). We received 164
comments by the close of the extended
comment period. Of those comments,
122 addressed the domestic provisions
of the proposed rule and 42 addressed

1To view the proposed rule, supporting
documents, and the comments we received, go to
https://www.regulations.gov/docket?D=APHIS-
2011-0044.
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the import-related provisions. The
comments were from captive cervid
producers and captive cervid breeders’
associations, cattle industry groups,
State agriculture departments, State
game and fish departments,
veterinarians, representatives of foreign
governments, and private citizens.

Domestic Regulations

After considering all the comments
we received, we concluded that it is
necessary to reexamine the proposed
changes to the domestic tuberculosis
and brucellosis programs. Therefore, in
a document published in the Federal
Register on March 27, 2019 (84 FR
11448-11449, Docket No. APHIS-2011—
0044), we withdrew the proposed
amendments to parts 50, 51, 71, 76, 77,
78, 86, and 161 in our December 16,
2015, proposed rule.

Import Regulations

We proposed to establish a system
that would classify regions for
tuberculosis or brucellosis based on
whether the region has a program for
tuberculosis or brucellosis control that
meets certain standards and on the
prevalence of the disease. We proposed
the following classifications: Levels I
through V for tuberculosis and Levels I
through III for brucellosis. The
classification system is based on
prevalence as an indicator of risk. Level
Iregions have the lowest prevalence and
bovine animals from these regions may
be imported without testing. Prevalence
increases with each successive level, as
do the associated import requirements.
The specific requirements for each level
are set out in § 93.437 for tuberculosis,
and in § 93.440 for brucellosis.

We further proposed to allow regions
to request evaluation for a particular
classification, to establish a process by
which the United States Department of
Agriculture’s (USDA’s) Animal and
Plant Health Inspection Service (APHIS)
would evaluate such requests, and to
allow APHIS to lower a region’s
classification based on emerging
evidence. Finally, we proposed to
establish conditions for the importation
of cattle and bison that correspond to
the tuberculosis or brucellosis
classification of the region from which
the cattle or bison would be exported.
APHIS recognizes that there are three
countries that enjoy particular status
under the current part 93 regulations.
These regions will continue to be able
to trade with the United States under
the terms of the status they currently
hold until this final rule is effective and
we act to adjust their status using the
new approach spelled out in this final
rule.

Commenters raised a number of
concerns about the proposed rule. They
are discussed below by topic.

International Standards

Some commenters asked whether the
proposed import standards would be
consistent with international guidelines
for tuberculosis and brucellosis
developed by the World Organization
for Animal Health (OIE).

APHIS considered several alternative
regulatory approaches to revising
regulations governing the importation of
cattle and bison with respect to bovine
tuberculosis and brucellosis, including
following OIE guidance on tuberculosis
and brucellosis. The Terrestrial Animal
Health Code of the OIE lays out three
options for safe trade in bovine animals
with regard to tuberculosis and
brucellosis. These options can be
categorized as (1) free country; (2) free
herd; and (3) not free, respectively.
APHIS conducted an analysis that
compared adopting the OIE standards
with the adaptation of U.S. domestic
regulations for importation, as in this
final rule.2 APHIS concluded in that
analysis that the adapted U.S.
regulations are more restrictive in some
cases than the OIE Terrestrial Code and
less restrictive in others, depending on
the classification level. APHIS further
concluded that both the OIE Terrestrial
Code and U.S. regulations adapted to
importation would substantially
mitigate import risk. However, the U.S.
regulations reduce the risk to negligible
levels; import risk under the OIE
Terrestrial Code may exceed the U.S.
appropriate level of protection. Unlike
the adapted U.S. regulations, the OIE
Terrestrial Code does not take into
account the difference in tuberculosis
risk between feeder animals and
breeding animals, or factors that
influence the ability of the exporting
region to accurately comply with
diagnostic testing and certification
requirements. APHIS concluded in its
analysis that the OIE Terrestrial Code is
not sufficiently flexible to address the
variable bovine tuberculosis prevalence
levels reported by U.S. trading partners
without either jeopardizing the status of
U.S. eradication programs or
constituting an unnecessary burden for
the exporting country. Applying the
adapted U.S. regulations would provide
considerable flexibility in addressing
the wide range of prevalence levels and
programmatic approaches in exporting
regions. Applying the adapted
regulations is also consistent with the

2The risk assessment can be viewed at https://
www.regulations.gov/document?D=APHIS-2011-
0044-0046.

regionalization approach that APHIS
takes for other diseases. Therefore, we
determined from our analysis of
relevant scientific data that risks to U.S.
production were better addressed
through the approach developed in this
rule than through adoption of OIE
Terrestrial Code.

Requesting Regional Classification for
Tuberculosis

One commenter stated that the
classification for a region should take
into account the prevalence of both
tuberculosis and brucellosis in the
region. The commenter did not explain
why they believed classification for one
disease should be based on prevalence
of both diseases.

APHIS disagrees with the commenter.
Tuberculosis and brucellosis are
different diseases with different risk
factors, different transmission
mechanisms, and differences in our
ability to detect them. The existence of
one has little influence on presence or
absence of the other. However, foreign
regions will need to be evaluated for
both in order to export cattle to the
United States other than for direct
slaughter. Keeping disease evaluations
and classifications separate is also
consistent with our domestic policy.

One commenter stated that § 93.438
needs to clarify that it is period
prevalence, and herd prevalence, rather
than in-herd prevalence.

We agree. Prevalence is calculated
over the time period described for each
level, based on the number of affected
herds. In some instances, the
Administrator may allow calculation of
period prevalence based on affected
herd-years to avoid penalizing regions
with small herd numbers. We have
added a definition of prevalence to
§93.400 to clarify this.

Two commenters asked if a large
regional request could mask pockets of
high prevalence of tuberculosis.

APHIS agrees that there is potential to
artificially dilute the apparent
prevalence in large regions. Each region
must therefore satisfy the regulatory
requirements outlined in § 93.438, not
just meet a certain prevalence level.
Regions that satisfy the requirements
have a strong tuberculosis program and
demonstrated ability to effectively
detect and contain tuberculosis
infection, thereby limiting the risk to the
United States. Regions that do not
satisfy the requirements would be
classified as Level V. All tuberculosis
cases originating from a given region
will be used in the prevalence
calculations.

One commenter asked if Level I
countries will need to supply
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information equivalent to an animal
health plan required of a State or Tribe
as described under the proposed rule.

APHIS notes that we proposed the
requirement for an animal health plan
as a change to the domestic tuberculosis
regulations and we are making no
changes to those regulations at this time.
However, foreign regions seeking
classification at any level would have to
supply a detailed description of
tuberculosis program activities. The
region would generally also undergo a
site visit, during which APHIS would
evaluate and document compliance
with the evaluation criteria outlined in
§93.438.

One commenter stated that the
proposed criteria for requesting regional
classification for tuberculosis do not
work for biologically free countries.
This commenter also stated that
Australia has successfully eradicated
tuberculosis and should be recognized
as free of the disease.

We designed this rule to efficiently
address the wide range of risk posed by
U.S. trading partners with regard to
tuberculosis and brucellosis. Australia
is the only country that we are aware of
that has made claims to biological
freedom from tuberculosis. We are not
making any changes based on this
comment because we do not see a direct
benefit to exporting regions, since cattle
from Level I regions are already exempt
from tuberculosis testing, and also
because creating a classification for
biologically free regions (i.e., zero
prevalence) would lead to trade
disruptions should an outbreak occur.
Our review of Australia’s status is
ongoing.

One commenter stated that
surveillance should be required for all
countries submitting a request for
classification. However, another
commenter expressed concern that the
proposed requirements for surveillance
do not recognize regions whose status
for tuberculosis exceeds that of the
United States, for example, those with a
claim to biological freedom from the
disease.

APHIS agrees that surveillance should
be required for all regions submitting a
request for a classification other than
Level V, although the degree and
intensity of surveillance may vary
depending on regional conditions
including past surveillance and
findings. We anticipate that most such
regions will have surveillance in place
similar to the United States, involving a
combination of slaughter surveillance
and live animal testing. In rare
instances, a region may have reached
the point that they are confident that
reducing active live animal and

slaughter surveillance will not
ultimately lead to a resurgence of the
disease. In evaluating such regions,
APHIS would still assess whether the
historical and current surveillance
measures provide equivalent assurance
of tuberculosis detection to that in the
United States.

One commenter noted that the
proposed rule stated that guidance on
how to complete a request for
classification in a manner that will
allow APHIS to review it expeditiously
would be available on the APHIS
website. The commenter asked what
timeframe would be considered
expeditious, and stated that it should be
defined as meaning weeks or months,
not years.

The time to complete the process from
receipt of the initial request to
publication of the final notice may vary
considerably based on several factors,
some of which are not under APHIS
control. For example, the initial request
might not be accompanied by sufficient
information, so we would need to gather
additional information. The length of
time this takes would depend on the
completeness of the initial submission,
the complexity of the situation, and the
responsiveness of the foreign region to
requests for additional information.

After the initial request and
information gathering, we would then
conduct a site visit, which we consider
to be a necessary component of an
evaluation. Planning and scheduling the
site visit takes at least 2 to 3 months.
After the site visit, it takes at least 1
month to complete the report, longer if
we need to request follow-up
information or clarification.

In some instances, we will be able to
classify a region after the first site visit,
in which case we could use either the
site visit report or a summary as the
supporting document for the notice.
However, in some cases we may not be
able to classify the region at the status
level it desires. In those cases we might
proceed in one of several ways. For
example, we might classify the region at
a lower status level (higher risk level)
based on our findings. Other
possibilities could include not
proceeding further with the evaluation,
or working with the region to improve
their tuberculosis program and status
before proceeding. In these cases, there
may be progress reports, additional
information, and possibly another site
visit, all of which would need to be
compiled into a summary document to
support a notice if we moved forward to
that step.

A commenter noted that the proposed
rule stated if we consider a request for
classification complete, we would

publish a notice in the Federal Register
proposing to classify the region, and
making available to the public the
information upon which this proposed
classification is based. The notice would
request public comment. The
commenter asked how APHIS intends to
more quickly and efficiently publish
these classification changes. The
commenter also asked what the
expected timeframe for the notices
would be, and stated that the final rule
needs to identify these timeframes.

Classification and reclassification
would occur through publication of a
notice in the Federal Register as
described in § 93.438(c) and (d). The
notice-based process offers substantial
time savings over traditional
rulemaking. It is the fastest method for
making such changes available to
APHIS that still provides the public
opportunity to comment on each
proposed action. However, there are
factors outside our control that can
affect the timing of publication and that
make specifying the timeframes in the
regulations infeasible. If we believe that
the time required for reclassification via
the notice-based process would result in
areal and substantial increase in risk to
animal health in the United States, we
would act administratively to mitigate
the risk while pursuing the notice-based
process.

Import Requirements/Tuberculosis

Two commenters expressed support
for the proposed requirements for the
importation of bovines from foreign
regions with respect to tuberculosis.

Several commenters asked if the
Governments of Canada and Mexico
supported the proposed requirements.

APHIS discussed the proposed tiered
classification system and anticipated
impact on cattle trade with
representatives of the Governments of
Canada and Mexico while developing
the proposed rule. Neither expressed
opposition to the proposed changes to
the import requirements during these
meetings nor in comments received on
the proposed rule.3

Several commenters asked whether
APHIS has the resources to carry out the
proposed port-of-entry testing and
expressed concern that the testing could
cause logistical problems. The
commenters stated that the
requirements should be reconsidered.

3The comment submitted by the Government of
Canada on the proposed rule can be viewed online
at https://www.regulations.gov/
document?D=APHIS-2011-0044-0096. The
comment submitted by the Government of Mexico
can be viewed online at https://
www.regulations.gov/document?D=APHIS-2011-
0044-0205.
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APHIS disagrees. The proposed port-
of-entry testing is very similar to that
currently required for cattle from
Canada and Mexico, which contribute
nearly 100 percent of cattle imported
into the United States. We do not
anticipate that the proposed port-of-
entry testing would cause logistical
problems in excess of those currently
experienced.

Two commenters asked if APHIS
would provide additional resources to
support port-of- entry testing for
tuberculosis and support management
of cattle held there pending test results
when inspections are done on the U.S.
side of the border.

As we explained above, the testing
requirements we proposed are very
close to those currently in place for
cattle from Canada and Mexico. Since
the requirements are not changing
significantly, we do not anticipate that
the resource needs will change
significantly.

Two commenters asked if an APHIS
veterinarian or a veterinarian from
Mexico would be responsible for testing
imported cattle at the port of entry.

When testing cattle at the port of entry
is required by APHIS regulations,
APHIS veterinarians would conduct the
testing.

Several commenters questioned the
scientific basis for setting the minimum
testing age at 6 months for imported
steers and spayed heifers.

Setting the minimum test age at 6
months is based on historic precedent in
our domestic program. However, we
agree with the commenters that since
animals presented for import may only
receive a single test to determine
tuberculosis status, all ages should be
test eligible. We are amending § 93.439
to remove the specified minimum test
ages in response to this comment.

One commenter asked if the
prohibition on Holsteins and Holstein
crosses also extends to bovines exposed
to Holsteins and Holstein crosses.

No. There is no practical way to
accurately certify to this requirement.

One commenter stated that Level I
status appears to require herd testing for
animals and germplasm.

That is not the case. This rule set forth
the requirements for importation of live
cattle into the United States. Herd
testing is not required for live cattle
from regions that qualify as Level I for
tuberculosis or brucellosis.
Requirements for germplasm are
contained in 9 CFR part 98, which we
are not amending in this rulemaking.

One commenter stated that the
definition of immediate slaughter
should specify that these cattle are
transported in sealed conveyances

directly to the slaughterhouse and killed
within 3 days of arrival.

We agree that bovines imported for
immediate slaughter should be
transported from the port of entry to the
slaughtering establishment in a
conveyance sealed with seals of the U.S.
Government. Only bovines from Canada
and Mexico are eligible for immediate
slaughter, since bovines from other
regions must undergo quarantine. The
provisions for immediate slaughter
bovines from Canada and Mexico
appear in §§93.420 and 93.429,
respectively. These sections specify
travel in a sealed conveyance as well as
other mitigation measures. While we
had proposed to exempt bovines from
the provisions of § 93.429, we neglected
to specify appropriate mitigation
measures for immediate slaughter cattle
elsewhere in part 93. As a result, we do
not intend to make the proposed change
to §93.429, which will preserve not
only the requirement for travel in sealed
conveyances but other mitigation
measures specified for immediate
slaughter bovines from Mexico. As a
corollary, we are not adopting the
provisions for bovines for immediate
slaughter proposed in § 93.442(c)
concerning brucellosis.

APHIS notes that the definition of
immediate slaughter in § 93.400
specifies that the consignment is
slaughtered within 2 weeks of entry.
Only bovines from Canada and Mexico
may be imported for slaughter without
first undergoing quarantine. The 2
weeks allow time for slaughter and, in
the case of Mexico, address residue
concerns due to dipping. We are making
no changes based on this portion of the
comment.

Two commenters asked if official
identification numbers of the animals
will need to be written on the certificate
for Level II accredited herds.

Yes. APHIS notes that §93.439 as
proposed says in 11 separate places that
bovines must be (1) officially identified
and (2) accompanied by a certificate that
says that they are officially identified.
To address this unnecessary repetition,
we are amending § 93.439 to include a
blanket statement in § 93.439(b) that all
bovines imported under this section
must be officially identified and
accompanied by a certificate, issued in
accordance with §93.405(a), that
indicates that they are officially
identified. We will also amend § 93.439
to require that the certificate must
record the means by which the bovines
are officially identified. This action
would also apply the requirements for
official identification and certifications
to bovines from Level I, which the
proposal inadvertently omitted.

We are making matching changes for
brucellosis by including a blanket
statement in § 93.442(b) regarding
official identification and certification,
to apply also to bovines from Level I
regions, and by amending paragraphs
(d) and (e) in § 93.442 to remove the
repetitive references to these
requirements.

One commenter asked if animals from
a Level Il region under 6 months of age
are allowed to be imported into the
United States.

Yes. Animals from a Level Il region
under 6 months of age may be imported
in accordance with § 93.439(d). These
animals would be eligible for any
required testing for tuberculosis under
the provisions of that section, since we
are removing the minimum age as
described above.

Some commenters stated that animals
from a Level Il region under 6 months
of age need to be tested in the United
States when they reach maturity.

APHIS disagrees. As we explained
above, we have amended several
sections in § 93.439 to clarify that
bovines of all ages are test eligible if
testing for tuberculosis is required for
importation. Retesting of bovines from
Level II regions is not supported by our
risk analysis or in line with current
practice.

Some commenters stated that the
proposed testing and movement
requirements from States with
Inconsistent status were more restrictive
than the requirements for animals
imported from Level III regions.

As we explained above, we have
amended § 93.439 to clarify the testing
requirements for imported cattle,
including those from Level III regions.
APHIS notes that the testing
requirements we are adopting for
importation from Level III regions are
consistent with those currently required
for domestic cattle moving from
modified accredited States, as set out in
9 CFR 77.12(b). We also note that
Inconsistent status was a term of art we
proposed for our domestic tuberculosis
regulations, and we are making no
changes to the domestic tuberculosis
regulations at this time. We will take
this comment into consideration if we
proceed with changes to the domestic
regulations in the future.

Some commenters expressed concern
that Level III requirements are not
sufficiently stringent to address disease
risk.

APHIS disagrees. As we explained
above, the testing requirements for cattle
imported from Level III regions are
consistent with the testing requirements
for domestic cattle moving from
modified accredited States domestically.
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These testing requirements have been
demonstrated to be sufficient to prevent
the spread of disease within the United
States and we are confident they will
prevent disease introduction from Level
III regions.

Some commenters stated that Level III
regions should not have accredited
herds.

We note that Level III regions are
subject to APHIS evaluation of the
tuberculosis program and must meet the
evaluation criteria specified in § 93.438.
They cannot attain Level III status
without demonstrating sufficient
program strength to, among other things,
maintain accreditation and supervision
of accredited herds. We are making no
changes in response to this comment.

Some commenters stated that cattle
from accredited herds in Level III
regions should have a negative test for
tuberculosis within 60 days prior to
importation.

APHIS disagrees with regard to steers
and spayed heifers from accredited
herds in Level Il regions. As we
explained above, Level III regions must
meet evaluation criteria and
demonstrate program strength.
However, we agree that sexually intact
bovines present a greater risk for
introduction and dissemination of
Mycobacterium bovis. Our risk
assessment supports an individual
negative test at the port of entry or
during post-arrival quarantine, with
negative results, for all sexually intact
animals from Levels II-IV. We included
this requirement in the proposed
§ 93.439(f)(1) for sexually intact bovines
from accredited herds in Level IV
regions but not for Levels I and III. We
are therefore amending paragraphs
(d)(1) and (e)(1) in § 93.439 to require
testing at the port of entry or during
post-arrival quarantine for sexually
intact bovines from accredited herds in
Level IT and III, respectively.

Some commenters stated that Level III
animals not from accredited herds and
not destined for immediate slaughter
need to be test eligible and at least
individually tested.

APHIS agrees with the commenters.
We have amended § 93.439(e)(2) to
provide for testing of sexually intact
animals from non-accredited herds in
Level Il regions at the border. As we
explained above, we are also removing
minimum age for individual testing,
meaning all steers, spayed heifers, and
sexually intact cattle from these herds
will be eligible for testing.

Four commenters asked if it is
necessary for cattle from Level IIT
regions to be tested at the farm of origin.

No. We mistakenly proposed to
require premises of origin testing for

steers and spayed heifers from Level III
regions, as well as steers and spayed
heifers from Level IV regions. We have
amended paragraphs (e)(3)(ii) and
(H)(3)(ii) in § 93.439 to remove the
requirement for testing to occur on the
premises of origin.

One commenter asked if Level IV
regions need to have an acceptable
tuberculosis program in place.

Yes, as specified in § 93.437(d), Level
IV regions would need to have an
acceptable tuberculosis program in
place.

One commenter stated that Level IV
steers and spayed heifers not from
accredited herds and not destined for
immediate slaughter need to be test
eligible and at least individually tested.

We agree with this commenter.
Section 93.439(f)(3)(ii) requires a
negative individual test of steers and
spayed heifers from non-accredited
herds in Level IV regions within 60 days
prior to export, unless the bovines are
exported within 60 days of the whole
herd test and were included in that test.
As noted above, we have amended this
section to remove the proposed
minimum test age of 2 months so that
all bovines are test eligible.

Five commenters stated that the
testing interval for whole herd tests for
Level IV sexually intact non-accredited
bovines needs to be specified. The
commenters were specifically
concerned about the lack of a declared
maximum limit for the time between the
second test and time of movement.

We agree with the commenters. The
proposed rule specified an interval of 9
to 15 months between the whole herd
tests but not the amount of time that can
pass between the second whole herd
test and export. We have amended
§93.439(f)(2)(i) to specify that the
second whole herd test must be
administered no less than 60 days and
no more than 12 months before export.

One commenter asked how individual
animal testing will be administered for
cattle from accredited herds in Level IV
regions.

The proposed rule did not distinguish
between sexually intact and steers and
spayed heifers from accredited herds in
Level IV regions with regard to testing,
which was an oversight. An individual
test at the port of entry is only required
for sexually intact cattle from accredited
herds; steers and spayed heifers need a
test within 60 days prior to export. We
have amended §93.439(f)(1) to correct
this oversight. Actual testing would
follow the procedures currently in place
for animals from Mexico; for virtually
all other countries, testing would take
place during quarantine.

Nine commenters stated that Level V
bovines should be prohibited
importation into the United States.

We foresee three types of regions that
APHIS would classify as Level V for
tuberculosis. The first would be regions
that APHIS determines to have an
adequate tuberculosis program, but a
prevalence rate over 0.5 percent.
Because of the high prevalence, we
would only allow limited quantities of
animals with documented genetic
histories (pedigrees, breed registries,
genetic documentation, etc.). In general,
we foresee a preclearance program with
mitigations equivalent to those in the
proposed rule being adequate for such
imports, but could see instances in
which additional mitigations (such as
more extensive APHIS oversight in-
country) may be necessary. Section
93.401(a) provides that the
Administrator may in specific cases
prescribe conditions for ruminants or
products to be brought into or through
the United States and we would
establish such conditions for regions
that need additional mitigations.

The second would be regions that can
demonstrate a low prevalence based on
surveillance, but do not request a full
evaluation of their tuberculosis
programs. These countries would
eschew evaluation simply as being too
much work based on expected levels of
exports. We consider a preclearance
program with mitigation equivalent to
those in the proposed rule to be
adequate for such imports, but could
foresee instances in which alternate
strategies (such as having the region
provide documentation of accreditation
standards or adherence to transnational
animal health regulations) obviate the
need for some of the requirements. As
a result, we would allow limited
imports from such regions with
additional mitigations in accordance
with the provisions of § 93.401(a), and
post import protocols relevant to the
countries on the APHIS website.

The third scenario would be when a
region requests an evaluation from us,
and APHIS determines that the region
does not have an adequate tuberculosis
program. In such instances, we foresee
a preclearance program with mitigations
equivalent to those in the proposed rule,
but in which APHIS administers all in-
country tests, as the only way of
adequately mitigating disease risk.

We are amending § 93.439(g) to clarify
this point and allow for the various
scenarios above by stating that
importation of bovines for purposes
other than immediate slaughter may
occur at the Administrator’s discretion,
subject to a preclearance program
administered by APHIS and detailed in
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an import protocol that we would post
on the APHIS website. Such bovines
would still be subject to an individual
test for tuberculosis at the port of entry
or during post-arrival quarantine, with
negative results, as well as all applicable
identification and certification
requirements of part 93.

Finally, through a drafting error, the
rule failed to consider bovines for
immediate slaughter from Level V
regions. As discussed above, this would
only apply to parts of Mexico and is
provided for in existing § 93.429.

Four commenters stated that Level V
countries need to at least have a
veterinary infrastructure and
tuberculosis control program.

APHIS disagrees that these are
necessarily requirements. As we
discussed above, we consider
preclearance programs with mitigation
equivalent to those in the proposed rule
to be adequate for such imports in most
cases, and we have the ability to
establish additional mitigations as
needed.

Two commenters stated that embryos
should be authorized for importation
from Level V countries.

As we explained above, the
requirements for germplasm are
contained in part 98, which we are not
amending in this rulemaking. As long as
embryos meet the relevant requirements
in part 98, they could be imported into
the United States.

Requesting Regional Classification for
Brucellosis

One commenter stated that Level I
regions should be required to have been
free for 2 years and in a country with
a low prevalence.

APHIS notes that § 93.440(a) specifies
that a region recognized as Level I for
brucellosis must have a prevalence less
than 0.001 percent for at least 2 years
(24 consecutive months). Regions
eligible for Level I or I must have
demonstrated regulatory controls on the
movement of livestock into, within, and
from the region that correspond to the
risk of dissemination of brucellosis
associated with such movement. We are
confident that these requirements will
effectively mitigate the risk of
introducing brucellosis into the United
States.

One commenter stated that the
process and timeframe for
reclassification of a region for
brucellosis should be specified in the
regulations. The commenter also asked
how APHIS intends to carry out the
classification and reclassification in a
timely manner.

The process for classification and
reclassification of a region for

brucellosis is the same as the process for
classification and reclassification of a
region for tuberculosis we described
above, and is provided for in § 93.441(b)
and (c). As we explained, the time to
complete the process from receipt of the
initial request to publication of the
notice may vary considerably based on
several factors, some of which are not
under APHIS control. It is therefore not
feasible to specify timeframes in the
regulations. As with the process for
tuberculosis, if we believed that the
time required for reclassification via the
notice-based process would result in a
real and substantial increase in risk to
animal health in the United States, we
would act administratively to mitigate
the risk while pursuing the notice-based
process.

Import Requirements/Brucellosis

Two commenters stated that sexually
intact cattle under 6 months of age
should be prohibited importation.

APHIS disagrees. However, as
discussed above for tuberculosis, we
believe that all ages should be test
eligible since some animals may only
receive a single test to determine
brucellosis status. We are therefore
amending paragraphs (d) and (e) in
§93.442 to remove the specified
minimum test ages for brucellosis as for
tuberculosis.

We are also amending paragraph (a) in
§93.442 to remove the prohibition on
importation of ruminants who have had
a non-negative test response to any test
for Brucella spp. at any time. This
provision was not in line with
procedures to export cattle from the
United States. We allow animals that
were non-negative on a Brucella spp.
test to be exported provided that they
had negative responses on subsequent
testing. This change will provide
consistency between our import and
export requirements.

Miscellaneous

One commenter expressed concern
that the definition of herd of origin, as
proposed, could allow a constant flow
of additional animals of disparate status
into a herd, and these animals could
still move as if they originated from that
herd.

We agree with the commenter and are
amending the definition of herd of
origin by defining a herd of origin as a
herd of one or more sires and dams and
their offspring from which animals in a
consignment presented for export to the
United States originate, and by
specifying that a herd of origin may be
the birth herd or the herd where the
animal has resided for a minimum 4-
month period immediately prior to

movement, unless otherwise specified
in an import protocol. We are also
amending the definition to allow
additional animals to be moved into a
herd of origin during or after the 4-
month qualifying period only if they
originate from an accredited herd or
originate from a herd of origin that
tested negative to a whole herd test
conducted within the last 12 months
and the individual animals being moved
into the herd also tested negative to any
additional individual tests for
tuberculosis and brucellosis required by
the Administrator. These changes are
consistent with the definition that
appears in the Bovine Tuberculosis
Eradication Uniform Methods and
Rules, effective January 1, 2005,% and
with current requirements for live
animals and germplasm.

We are amending the definition of
individual test in § 93.401 to remove the
words “for purposes of this part, testing
of individual animals as part of a whole
herd test does not constitute an
individual test” because this
requirement is not necessary in the
context of this final rule and could
cause confusion.

We are amending the definition of
whole herd test for brucellosis in
§93.401 to specify that only sexually
intact bovines need to be tested for
brucellosis. There is no evidence that
sexually neutered animals can transmit
brucellosis and therefore no reason to
test them.

Since the publication of the proposed
rule, § 93.427 has been amended to
change the branding requirements for
steers and spayed heifers imported from
Mexico (83 FR 64223—-64225, Docket No.
APHIS-2016—-0050). We have therefore
amended paragraph (a) of that section to
be consistent with the new
requirements.

We have made editorial changes to
§93.439 to consolidate the requirements
for testing of sexually intact bovines
from both accredited and non-
accredited herds from a Level II region
for tuberculosis because all sexually
intact cattle from such regions are
required to be tested at the port
regardless of herd status. The provisions
now appear in paragraph (d)(1) of that
section.

Similarly, we have made editorial
changes to §93.442 to consolidate the
requirements for the importation of
steers and spayed heifers from all
regions with respect to brucellosis. The

4This document may be accessed on the APHIS
website at https://www.aphis.usda.gov/aphis/
ourfocus/animalhealth/animal-disease-
information/cattle-disease-information/national-
tuberculosis-eradication-program.
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provisions now appear in paragraph (c)
of that section.

We have made minor, nonsubstantive
changes to §§93.401(d), 93.438(a), and
93.441(a) to improve the clarity of those
paragraphs.

Therefore, for the reasons given in the
proposed rule and in this document, we
are adopting the proposed rule as a final
rule, with the changes discussed in this
document.

Executive Orders 12866, 13563, 13771,
and Regulatory Flexibility Act

This final rule has been determined to
be significant for the purposes of
Executive Order 12866 and, therefore,
has been reviewed by the Office of
Management and Budget. This rule is
not subject to the requirements of
Executive Order 13771 because this rule
results in no more than de minimis
costs. Details on the estimated costs of
this final rule can be found in the rule’s
economic analysis.

We have prepared an economic
analysis for this rule. The economic
analysis provides a cost-benefit analysis,
as required by Executive Orders 12866
and 13563, which direct agencies to
assess all costs and benefits of available
regulatory alternatives and, if regulation
is necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety
effects, and equity). Executive Order
13563 emphasizes the importance of
quantifying both costs and benefits, of
reducing costs, of harmonizing rules,
and of promoting flexibility. The
economic analysis also examines the
potential economic effects of this rule
on small entities, as required by the
Regulatory Flexibility Act. The
economic analysis is summarized
below. Copies of the full analysis are
available on the Regulations.gov website
(see footnote 1 in this document for a
link to Regulations.gov) or by contacting
the person listed under FOR FURTHER
INFORMATION CONTACT.

Bovine tuberculosis and brucellosis
are contagious diseases affecting cattle
as well as other livestock species.
Cooperative State-Federal-Industry
programs to eliminate bovine
tuberculosis and brucellosis have been
administered by APHIS, State animal
health agencies, and U.S. livestock
producers. The United States has made
great strides in recent years toward
eradication of brucellosis and bovine
tuberculosis. As a result, occurrences of
these diseases within the United States
have become increasingly rare.

This rule amends the regulations
governing the importation of cattle and
bison with respect to bovine

tuberculosis and brucellosis. The
changes will make these requirements
clearer and assure that they more
effectively mitigate the risk of
introduction of these diseases into the
United States.

The potential economic effects
associated with this rule are not
significant. The requirements for the
importation of cattle and bison from
foreign regions will not change
significantly as a result of this rule, and
where they do change they will affect
very few producers or importers.

This rule establishes a new system for
classifying foreign regions regarding
bovine tuberculosis and brucellosis and
establishing the conditions under which
cattle and bison may be imported into
the United States. All foreign regions
that currently export cattle to the United
States will be evaluated under this new
process before the conditions are put
into effect. Conditions could change for
a particular region following evaluation
under this new system.

That being said, based on our
knowledge of the brucellosis and bovine
tuberculosis programs and prevalence
rates of our trading partners, we do not
expect requirements for the importation
of cattle and bison from foreign regions
to change significantly as a result of this
rule. There are two specific exceptions
to this expectation, however. These
exceptions involve additional testing for
sexually intact cattle from Mexico
intended for export to the United States.
Because most bovine exporting regions
in Mexico do not have established
brucellosis programs, they will
automatically be classified in the lowest
brucellosis category (Level III) and an
additional whole herd brucellosis test
will be required for imports of sexually
mature and sexually intact cattle, i.e.,
breeding cattle, from those regions. In
addition, exporting regions currently
Accreditation Preparatory for
tuberculosis will likely be classified as
Level IV and an additional whole herd
tuberculosis test will be required for
imports of sexually intact cattle from
those regions. This rule also removes
the requirement for a whole herd test
and an individual test for sexually intact
cattle from regions classified as Level L.

Some U.S. entities may be indirectly
affected by changes in testing
requirements. It is possible that small
additional testing costs for some
Mexican breeding cattle may result in
an increase in U.S. import prices.
Conversely, small cost savings due to
the removal of a whole herd test
requirement for some Mexican heifers
may result in a decrease in U.S. import
prices. However, these price impacts if

they were to occur would be extremely
minor.

A very small number of sexually
intact cattle are imported from Mexico.
In 2018, they numbered 290 head.5
Costs of additional whole herd testing
are dependent on the size of the herd
from which bovines destined for export
originate. Any imports of sexually intact
cattle from non-accredited herds in
Level III regions will be subject to an
additional whole herd brucellosis test in
order to export to the United States and
will incur the cost of that testing. Cattle
from accredited herds in Level III
regions will not need any herd testing
beyond that required for accreditation,
just an individual test at the port. The
majority of those cattle are likely to be
of higher genetic quality and come from
accredited herds. Sexually intact cattle
imported from Level IV regions will also
be subject to the additional whole herd
tuberculosis test for export to the United
States and incur the cost of that testing.
The impact of the changes to testing
requirements will be very limited. Any
additional costs will represent a small
portion of the value of the imported
bovines. Very few cattle would be
affected, and the per head cost
associated with brucellosis and
tuberculosis testing is equivalent to
between 0.3 and 0.5 percent of the
average per head value ($1,249) of
imported Mexican breeding cattle in
2018.% Even if all imported sexually
intact Mexican cattle imported in 2018
had been subject to additional testing,
the additional cost would have been
between $1,100 and $1,800 for those
290 head. Whether this additional
testing cost would affect prices paid by
U.S. importers would depend on the
competitiveness of the market for
Mexican breeding cattle and
responsiveness of U.S. importers of
Mexican breeding cattle to small price
changes. We expect any impact would
be negligible.

This rule also removes the
requirement for a whole herd test and
an individual test for sexually intact
cattle from regions classified as Level L.
APHIS intends to recognize the Mexican
State of Sonora as Level 1. While about
19 percent of the cattle imported from
Sonora are currently spayed heifers,
following the implementation of this
rule they will likely be sexually intact.
The only reason to spay heifers under
the current rule is to avoid the cost of
testing for brucellosis. Those Mexican

5 Source: SENASICA, competent veterinary
authority of Mexico. Personal correspondence with
APHIS. May 2019.

6 Source: U.S. Census Bureau, Economic
Indicators Division. http://usatrade.census.gov.


http://usatrade.census.gov

Federal Register/Vol. 85, No. 181/ Thursday, September 17, 2020/Rules and Regulations

57951

producers may save the cost of spaying.
The cost associated with spaying is
equivalent to between 1.1 percent and
1.4 percent of the average per head
value ($720) of imported Mexican
heifers, excluding purebred breeding
cattle, in 2018.7 In total, those Mexican
producers could potentially save a total
of about $500,000 to $625,000 in costs
by not spaying those imported heifers.
These savings would represent less than
0.4 percent of the value of all imported
Mexican heifers (about $181 million in
2018), and less than 0.2 percent of the
value of all heifers imported into the
United States in 2018 (about $505
million in 2018).

As with the breeding cattle, whether
this cost savings would affect prices
paid by U.S. importers would depend
on the competitiveness of the market for
Mexican heifers and responsiveness of
U.S. importers of Mexican heifers to
small price changes. We expect any
impact would be very small.

The effects of this rule on foreign
producers of cattle and bison represent
a very small portion of the value of
imported Mexican cattle. The potential
additional cost associated with
brucellosis and tuberculosis testing
would be equivalent to between 0.3 and
0.5 percent of the average per head
value of imported Mexican breeding
cattle. The potential cost savings from
not spaying heifers would be less than
0.4 percent of the value of all imported
Mexican heifers. It is possible that the
small additional testing costs may be
reflected in an increase in the price of
some imported Mexican breeding cattle,
or the small cost savings from not
spaying heifers may be reflected in a
decrease in the price of some imported
Mexican heifers. However, given the
very small costs or cost savings relative
to the value of the market, these price
impacts if they were to occur will be, at
most, extremely minor. Under these
circumstances, the APHIS
Administrator certifies that this rule
will not have a significant economic
impact on a substantial number of small
entities.

Executive Order 12988

This final rule has been reviewed
under Executive Order 12988, Civil
Justice Reform. This rule: (1) Preempts
all State and local laws and regulations
that are inconsistent with this rule; (2)
has no retroactive effect; and (3) does
not require administrative proceedings
before parties may file suit in court
challenging this rule.

7 Source: U.S. Census Bureau, Economic
Indicators Division. http://usatrade.census.gov.

Executive Order 13175

This rule has been reviewed in
accordance with the requirements of
Executive Order 13175, Consultation
and Coordination with Indian Tribal
Government. Executive Order 13175
requires Federal agencies to consult and
coordinate with Tribes on a
government-to-government basis on
policies that have tribal implications,
including regulations, legislative
comments or proposed legislation, and
other policy statements or actions that
have substantial direct effects on one or
more Indian Tribes, 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.
Based on the foregoing, the USDA’s
Office of Tribal Relations (OTR) has
assessed the impact of this rule on
Indian Tribes and determined that
consultation is not recommended at this
time. If consultation is requested, OTR
will work with the APHIS to ensure
quality consultation is provided.

Paperwork Reduction Act

In accordance with section 3507(d) of
the Paperwork Reduction Act of 1995
(44 U.S.C. 3501 et seq.), the information
collection requirements included in this
final rule, which were filed under 0579-
0442, have been submitted for approval
to the Office of Management and Budget
(OMB). When OMB notifies us of its
decision, if approval is denied, we will
publish a document in the Federal
Register providing notice of what action
we plan to take.

E-Government Act Compliance

The Animal and Plant Health
Inspection Service is committed to
compliance with the EGovernment Act
to promote the use of the internet and
other information technologies, to
provide increased opportunities for
citizen access to Government
information and services, and for other
purposes. For information pertinent to
E-Government Act compliance related
to this rule, please contact Mr. Joseph
Moxey, APHIS’ Information Collection
Coordinator, at (301) 851—2483.

List of Subjects in 9 CFR Part 93

Animal diseases, Imports, Livestock,
Poultry and poultry products, Reporting
and recordkeeping requirements.

Accordingly, we are amending 9 CFR
part 93 as follows:

PART 93—IMPORTATION OF CERTAIN
ANIMALS, BIRDS, FISH, AND
POULTRY, AND CERTAIN ANIMAL,
BIRD, AND POULTRY PRODUCTS;
REQUIREMENTS FOR MEANS OF
CONVEYANCE AND SHIPPING
CONTAINERS

m 1. The authority citation for part 93
continues to read as follows:

Authority: 7 U.S.C. 1622 and 8301-8317;
21 U.S.C. 136 and 136a; 31 U.S.C. 9701; 7
CFR 2.22, 2.80, and 371.4.

m 2. Section 93.400 is amended as
follows:
m a. By adding, in alphabetical order,
definitions for Accredited herd for
brucellosis, Accredited herd for
tuberculosis, and Brucellosis;
m b. By removing the definition for
Brucellosis certified-free province or
territory of Canada;
m c. By revising the definition for Herd
of origin;
m d. By adding, in alphabetical order,
definitions for Import protocol,
Individual test, Non-negative test
results, and Notifiable disease;
m e. By removing the definition for
Official tuberculin test;
m f. By adding, in alphabetical order,
definitions for Prevalence, Spayed
heifer, Steer, and Tuberculosis;
m g. By removing the definitions for
Tuberculosis-free herd and Whole herd
test; and
m h. By adding, in alphabetical order,
definitions for Whole herd test for
brucellosis and Whole herd test for
tuberculosis.

The additions and revision read as
follows:

§ 93.400 Definitions.

* * * * *

Accredited herd for brucellosis. A
herd that meets APHIS’ standards for
accreditation for brucellosis status.
Standards for accreditation are specified
in import protocols.

Accredited herd for tuberculosis. A
herd that meets APHIS’ standards for
accreditation for bovine tuberculosis
status. Standards for accreditation are

specified in import protocols.
* * * * *

Brucellosis. Infection with or disease
caused by Brucella abortus.
* * * * *

Herd of origin. A herd of one or more
sires and dams and their offspring from
which animals in a consignment
presented for export to the United States
originate. The herd of origin may be the
birth herd or the herd where the animal
has resided for a minimum 4-month
period immediately prior to movement,
unless otherwise specified in an import
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criteria. Additional animals can be
moved into a herd of origin during or
after the 4-month qualifying period only
if they:

(1) Originate from an accredited herd;
or

(2) Originate from a herd of origin that
tested negative to a whole herd test
conducted within the last 12 months
and the individual animals being moved
into the herd also tested negative to any
additional individual tests for
tuberculosis and brucellosis required by
the Administrator.

Import protocol. A document issued
by APHIS and provided to officials of
the competent veterinary authority of an
exporting region that specifies in detail
the mitigation measures that will
comply with the regulations in this part
regarding the import of certain animals
or commodities.

Individual test. A test for brucellosis
or tuberculosis that is approved by the
Administrator and that is administered
individually in accordance with this
part to ruminants that are susceptible to
brucellosis or tuberculosis.

* * * * *

Non-negative test results. Any test
results for tuberculosis or brucellosis
within the suspect, reactor, or positive
range parameters of a pathogen assay
that has been approved by the
Administrator.

* * * * *

Notifiable disease. A disease for
which confirmed or suspected
occurrences within a region must be

reported to the competent veterinary
authority or other competent authority
of that region.

Prevalence. The number of affected
herds occurring during the period
specified in §§93.437 and 93.440. In
some instances, the Administrator may
allow calculation of prevalence based
on affected herd-years to avoid
penalizing regions with small herd
numbers.

* * * * *

Spayed heifer. A female bovine that
has been neutered in a manner
otherwise approved by the
Administrator and specified in an
import protocol.

* * * * *

Steer. A sexually neutered male
bovine.

Tuberculosis. Infection with or
disease caused by Mycobacterium bovis.

Whole herd test for brucellosis. A
brucellosis test that has been approved
by APHIS of all sexually intact bovines
in a herd of origin that are 6 months of
age or older, and of all sexually intact
bovines in the herd of origin that are
less than 6 months of age and were not
born into the herd of origin, except
those sexually intact bovines that are
less than 6 months of age and originate
directly from a currently accredited
herd for brucellosis.

Whole herd test for tuberculosis. A
tuberculosis test that has been approved
by APHIS of all bovines in a herd of

origin that are 6 months of age or older,
and of all bovines in the herd of origin
that are less than 6 months of age and
were not born into the herd of origin,
except those bovines that are less than
6 months of age and originate directly
from a currently accredited herd for

tuberculosis.
* * * * *

m 3. Section 93.401 is amended by
adding paragraph (d) to read as follows:

§ 93.401 General prohibitions; exceptions.

* * * * *

(d) Cleaning and disinfection prior to
shipment. A means of conveyance used
to transport an animal to the United
States in accordance with this subpart
must be cleaned and disinfected in a
manner specified within an import
protocol prior to transport, unless an
exemption has been granted by the
Administrator.

§ 93.406 [Amended]

m 4. Section 93.406 is amended by
removing and reserving paragraphs (a),

(c), and (d).
§ 93.408 [Amended]

m 5.In § 93.408, the first sentence is
amended by removing the citation
“§§ 93.421 and 93.426” and adding in
its place the citation “§ 93.421"".

m 6. In each undesignated center
heading in subpart D listed in the first
column, redesignate the footnote
number in the second column as the
footnote number in the third column:

Undesignated center heading in subpart D

Old footnote New footnote

[OF: 12 F=To £- LSOO SRRSO SRR 8 9
Central America and West Indies .. 9 10
LY=o RSP PUUPRRRSPIRE 10 11

m 7. Section 93.418 is amended as
follows:
m a. By removing and reserving
paragraphs (b) and (c);
m b. By adding a heading for paragraph
(d); and
m c. In paragraph (d) introductory text,
by removing the words ““the
requirements of paragraphs (a) through
(c)” and adding the words ‘“‘the other
requirements” in their place.

The addition reads as follows:

§ 93.418 Cattle and other bovines from
Canada.
* * * * *

(d) Conditions for importation. * * *

§ 93.423 [Amended]

m 8.In § 93.423, the first sentence in
paragraph (a) is amended by removing

the words ‘“Ruminants intended for”
and adding the words “In addition to all
other applicable requirements of the
regulations in this part, ruminants
intended for” in their place.

m 9.In § 93.424, paragraph (b) is revised
to read as follows:

§ 93.424 Import permits and applications
for inspection of ruminants.

* * * * *

(b) For ruminants intended for
importation into the United States from
Mexico the importer or his or her agent
shall deliver to the veterinary inspector
at the port of entry an application, in
writing, for inspection, so that the
veterinary inspector and customs
representatives may make mutual
satisfactory arrangements for the orderly

inspection of the animals. The
veterinary inspector at the port of entry
will provide the importer or his or her
agent with a written statement assigning
a date when the animals may be
presented for import inspection.
m 10. Section 93.427 is amended as
follows:
m a. By revising paragraphs (a) and (c);
m b. By removing and reserving
paragraph (d); and
m c. In paragraph (e) introductory text,
by removing the words ‘“‘paragraphs (a)
through (d) of”.

The revisions read as follows:

§ 93.427 Cattle and other bovines from
Mexico.

(a) Cattle and other ruminants from
Mexico. Cattle and other ruminants from
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Mexico, except animals being
transported in bond for immediate
return to Mexico or animals imported
for immediate slaughter, may be
detained at the port of entry, and there
subjected to such disinfection, blood
tests, other tests, and dipping as
required in this part to determine their
freedom from any communicable
disease or infection of such disease. The
importer shall be responsible for the
care, feed, and handling of the animals
during the period of detention. In
addition, each steer or spayed heifer
imported into the United States from
Mexico shall be identified with a
distinct, permanent, and legible “M”
mark applied with a freeze brand, hot
iron, or other method prior to arrival at
a port of entry, unless the steer or
spayed heifer is being transported in
bond for immediate return to Mexico or
imported for slaughter in accordance
with §93.429. The “M” mark shall be
between 3 inches (7.5 cm) and 5 inches
(12.5 cm) high and wide, and shall be
applied to each animal’s right hip,
within 4 inches (10 cm) of the midline
of the tailhead (that is, the top of the
brand should be within 4 inches (10 cm)
of the midline of the tailhead, and
placed above the hook and pin bones).
The brand should also be within 18

inches (45.7 cm) of the anus.
* * * * *

(c) Importation of Holsteins from
Mexico. The importation of Holstein
steers, Holstein spayed heifers, Holstein
cross steers, and Holstein cross spayed

heifers from Mexico is prohibited.
* * * * *

§ 93.432 [Removed and Reserved]

m 11. Section 93.432 is removed and
reserved.

W 12. Section 93.437 is added to read as
follows:

§ 93.437 Tuberculosis status of foreign
regions.

(a) Level I regions. APHIS considers
certain regions of the world to have a
program that meets APHIS requirements
for tuberculosis classification in
accordance with § 93.438, and a
prevalence of tuberculosis in their
domestic bovine herds of less than 0.001
percent over at least the previous 2
years (24 consecutive months).

(b) Level II regions. APHIS considers
certain regions of the world to have a
program that meets APHIS requirements
for tuberculosis classification in
accordance with § 93.438, and a
prevalence of tuberculosis in their
domestic bovine herds equal to or
greater than 0.001 percent, but less than

0.01 percent, over the previous 2 years
(24 consecutive months).

(c) Level III regions. APHIS considers
certain regions of the world to have a
program that meets APHIS requirements
for tuberculosis classification in
accordance with § 93.438, and a
prevalence of tuberculosis in their
domestic bovine herds equal to or
greater than 0.01 percent, but less than
0.1 percent, over the previous year (12
consecutive months).

(d) Level IV regions. APHIS considers
certain regions of the world to have a
program that meets APHIS requirements
for tuberculosis classification in
accordance with § 93.438, and a
prevalence of tuberculosis in their
domestic bovine herds equal to or
greater than 0.1 percent, but less than
0.5 percent, over the previous year (12
consecutive months).

(e) Level V regions. APHIS considers
certain regions of the world not to have
a program that meets APHIS
requirements for tuberculosis
classification in accordance with
§ 93.438, to have a prevalence of
tuberculosis in their domestic bovine
herds equal to or greater than 0.5
percent, or to be unassessed by APHIS
with regard to tuberculosis.

(f) Listing of regions. Lists of all Level
I regions, Level Il regions, Level III
regions, Level IV regions, and Level V
regions for tuberculosis are found
online, at http://www.aphis.usda.gov/
import_export/animals/live_
animals.shtml. Changes to the lists will
be made in accordance with § 93.438.
m 13. Section 93.438 is added to read as
follows:

§ 93.438 Process for requesting regional
classification for tuberculosis.

(a) Request for regional classification;
requirements. A representative of the
national government(s) of any country
or countries who has the authority to
make such a request may request that
APHIS classify a region for tuberculosis.
Requests for classification or
reclassification must be submitted to
APHIS electronically or through the
mail as provided at http://
www.aphis.usda.gov/import _export/
animals/live_animals.shtml. Guidance
regarding how to complete a request in
a manner that will allow APHIS to
review it expeditiously is available at
http://www.aphis.usda.gov/import
export/animals/reg request.shtml, and
may also be obtained by contacting the
National Director, Regionalization
Evaluation Services, Strategy and Policy
Unit, VS, APHIS, 4700 River Road, Unit
38, Riverdale, MD 20737. At a
minimum, in order for APHIS to
consider the request complete, it must

define the boundaries of the region,
specify the prevalence level for
tuberculosis within the region, and
demonstrate the following:

(1) That there is effective veterinary
control and oversight within the region;
(2) That tuberculosis is a notifiable

disease within the region; and

(3) That the region has a program in
place for tuberculosis that includes, at a
minimum:

(i) Epidemiological investigations
following the discovery of any infected
animals or affected herds, or any
animals or herds that have had non-
negative test results following a test for
tuberculosis, and documentation of
these investigations;

(ii) Management of affected herds in
a manner designed to eradicate
tuberculosis from those herds in a
timely manner, and documentation
regarding this management;

(iii) Regulatory controls on the
movement of livestock into, within, and
from the region that correspond to the
risk of dissemination of tuberculosis
associated with such movement; and

(iv) Access to, oversight of, and
quality controls for diagnostic testing for
tuberculosis within the region.

(4) That the region has surveillance in
place that is equivalent to or exceeds
Federal standards for surveillance
within the United States.

(b) APHIS evaluation. If, after
reviewing and evaluating the request for
classification, APHIS believes the region
can be accurately classified for
tuberculosis, APHIS will publish a
notice in the Federal Register proposing
to classify the region according to
§ 93.437, and making the information
upon which this proposed classification
is based available to the public for
review and comment. The notice will
request public comment.

(c) APHIS determination. (1) If no
comments are received on the notice, or
if comments are received but do not
affect APHIS’ proposed classification,
APHIS will publish a subsequent notice
in the Federal Register announcing that
classification to be final and adding the
region to the appropriate list on the
APHIS website.

(2) If comments received on the notice
suggest that the region be classified
according to a different tuberculosis
classification, and APHIS agrees with
the comments, APHIS will publish a
subsequent notice in the Federal
Register making the information
supplied by commenters available to the
public, and proposing to classify the
region according to this different
classification. The notice will request
public comment.
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(3) If comments received on the notice
suggest that insufficient information
was supplied on which to base a
tuberculosis classification, and APHIS
agrees with the comments, APHIS will
publish a subsequent notice in the
Federal Register specifying the
additional information needed before
APHIS can classify the region.

(d) Maintaining classification and
reclassification initiated by APHIS. If a
region is classified under the provisions
of this section, that region may be
required to submit additional
information or allow APHIS to conduct
additional information collection
activities in order for that region to
maintain its classification. Moreover, if
APHIS determines that a region’s
classification for tuberculosis is no
longer accurate, APHIS will publish a
notice in the Federal Register
announcing the revised classification
and setting forth the reasons for this
reclassification.

(Approved by the Office of Management and
Budget under control number 0579-0442)

m 14. Section 93.439 is added to read as
follows:

§ 93.439 Importation of ruminants from
certain regions of the world; tuberculosis.

(a) Importation of certain ruminants
prohibited. Notwithstanding any other
provisions of this section, ruminants
that are known to be infected with or
exposed to tuberculosis and ruminants
that have had a non-negative response
to any test for tuberculosis at any time
are prohibited importation into the
United States.

(b) Identification of bovines imported
for any purpose. Unless otherwise
specified by the Administrator, bovines
imported into the United States for any
purpose must be officially identified
and accompanied by a certificate, issued
in accordance with § 93.405(a), that lists
the official identification of the animals
presented for import.

(c) Importation of bovines from a
Level I region. Unless specified
otherwise by the Administrator, bovines
may be imported into the United States
from a Level I region for tuberculosis in
accordance with paragraph (b) of this
section.12

(d) Importation of bovines from a
Level II region. (1) Sexually intact
bovines may be imported into the
United States from a Level II region for
tuberculosis for purposes other than
immediate slaughter provided that the
bovines are subjected to an individual
test for tuberculosis at the port of entry

12 The importation of such bovines, as well as that
of all other bovines covered by this section, is still
subject to all other relevant restrictions of this part.

into the United States or during post-
arrival quarantine in accordance with
§ 93.411, with negative results.

(2) Steers or spayed heifers may be
imported into the United States from a
Level II region for tuberculosis for
purposes other than immediate
slaughter in accordance with paragraph
(b) of this section.

(e) Importation of bovines from a
Level III region. (1) Bovines directly
from currently accredited herds for
tuberculosis. Bovines may be imported
into the United States for purposes other
than immediate slaughter directly from
a currently accredited herd for
tuberculosis in a Level III region for
tuberculosis, provided that:

(i) The bovines are accompanied by a
certificate, issued in accordance with
§ 93.405(a), with an additional
statement that the bovines originate
directly from a currently accredited
herd for tuberculosis; and

(ii) If sexually intact, the bovines are
subjected to an individual test for
tuberculosis at the port of entry into the
United States or during post-arrival
quarantine in accordance with §93.411,
with negative results.

(2) Sexually intact bovines that do not
originate directly from a currently
accredited herd for tuberculosis may be
imported into the United States from a
Level III region for tuberculosis for
purposes other than immediate
slaughter, provided that:

(i) The bovines originate from a herd
that was subjected to a whole herd test
for tuberculosis on its premises of origin
no more than 1 year prior to the export
of the bovines to the United States, with
negative results; and

(1i) The bovines are subjected to an
individual test for tuberculosis at the
port of entry into the United States or
during post-arrival quarantine in
accordance with §93.411, with negative
results; and

(iii) The bovines are accompanied by
a certificate, issued in accordance with
§ 93.405(a), with an additional
statement that the animals meet the
conditions for importation in paragraph
(e)(2)(i) of this section.

(3) Steers or spayed heifers that do not
originate directly from a currently
accredited herd for tuberculosis may be
imported into the United States from a
Level III region for tuberculosis for
purposes other than immediate
slaughter provided that:

(i) The steers or spayed heifers are
subjected to an individual test for
tuberculosis no more than 60 days prior
to export of the bovines to the United
States, with negative results; and

(ii) The steers or spayed heifers are
accompanied by a certificate, issued in

accordance with § 93.405(a), with an
additional statement that the animals
meet the conditions for importation in
paragraph (e)(3)(i) of this section.

(f) Importation of bovines from a Level
IV region. (1) Bovines may be imported
into the United States for purposes other
than immediate slaughter directly from
a currently accredited herd for
tuberculosis in a Level IV region for
tuberculosis, provided that:

(i) The bovines are accompanied by a
certificate, issued in accordance with
§ 93.405(a), with an additional
statement that the bovines originate
directly from a currently accredited
herd for tuberculosis and, if steers or
spayed heifers, meet the conditions for
importation in paragraph (f)(1)(iii) of
this section; and

(ii) If sexually intact, the bovines are
subjected to an individual test for
tuberculosis at the port of entry into the
United States or during post-arrival
quarantine in accordance with § 93.411,
with negative results; and

(iii) If steers and spayed heifers, the
bovines are subjected to an individual
test for tuberculosis no more than 60
days prior to export of the bovines to the
United States, with negative results.

(2) Sexually intact bovines that do not
originate directly from a currently
accredited herd for tuberculosis may be
imported into the United States from a
Level IV region for tuberculosis for
purposes other than immediate
slaughter, provided that:

(i) The bovines originate from a herd
that was subjected to two whole herd
tests for tuberculosis on its premises of
origin and conducted no less than 9
months and no more than 15 months
apart, with the second whole herd test
conducted no less than 60 days and no
more than 12 months prior the export of
the bovines to the United States, with
negative results each time; and

(ii) The bovines are subjected to an
additional individual test for
tuberculosis at the port of entry into the
United States or during post-arrival
quarantine in accordance with § 93.411,
with negative results; and

(iii) The bovines are accompanied by
a certificate, issued in accordance with
§ 93.405(a), with an additional
statement that the bovines meet the
requirements in paragraph (f)(2)(i) of
this section.

(3) Steers or spayed heifers that do not
originate directly from a currently
accredited herd for tuberculosis may be
imported into the United States from a
Level IV region for tuberculosis for
purposes other than immediate
slaughter provided that:

(i) The bovines originate from a herd
that was subjected to a whole herd test
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for tuberculosis on its premises of origin
no more than 1 year prior to the export
of the bovines, with negative results;
and

(ii) The bovines are subjected to an
additional individual test for
tuberculosis no more than 60 days prior
to export of the bovines to the United
States, with negative results, except that
the individual test is not required if the
bovines are exported within 60 days of
the whole herd test and were included
in that test; and

(iii) The bovines are accompanied by
a certificate, issued in accordance with
§ 93.405(a), with an additional
statement that the bovines meet the
requirements in this paragraph (f)(3).

(g) Importation of bovines from a
Level V region. At the discretion of the
Administrator, bovines may be imported
into the United States from a Level V
region for tuberculosis for purposes
other than immediate slaughter,
provided that:

(1) The bovines are subject to a pre-
clearance program administered by
APHIS and detailed in an import
protocol published on the APHIS
website; and

(2) The bovines are subjected to an
additional individual test for
tuberculosis at the port of entry into the
United States or during post-arrival
quarantine in accordance with § 93.411,
with negative results; and

(3) The bovines are accompanied by a
certificate, issued in accordance with
§ 93.405(a), with an additional
statement that bovines meet the
requirements in paragraphs (g)(1) and
(2) of this section.

(Approved by the Office of Management and
Budget under control number 0579-0442)

m 15. Section 93.440 is added to read as
follows:

§ 93.440 Brucellosis status of foreign
regions.

(a) Level I regions. APHIS considers
certain regions of the world to have a
program that meets APHIS requirements
for brucellosis classification in
accordance with § 93.441, and a
prevalence of brucellosis in their
domestic bovine herds of less than 0.001
percent over at least the previous 2
years (24 consecutive months).

(b) Level II regions. APHIS considers
certain regions of the world to have a
program that meets APHIS requirements
for brucellosis classification in
accordance with § 93.441, and a
prevalence of brucellosis in their
domestic bovine herds equal to or
greater than 0.001 percent, but less than
0.01 percent over at least the previous
2 years (24 consecutive months).

(c) Level I regions. APHIS considers
certain regions of the world not to have
a program that meets APHIS
requirements for brucellosis
classification in accordance with
§ 93.441, to have a herd prevalence
equal to or greater than 0.01 percent, or
to be unassessed by APHIS with regard
to brucellosis prevalence.

(d) Listing of regions. Lists of all Level
I, Level II, and Level III regions for
brucellosis are found online, at http://
www.aphis.usda.gov/import_export/
animals/live_animals.shtml. Changes to
the lists will be made in accordance
with § 93.441.

m 16. Section 93.441 is added to read as
follows:

§ 93.441 Process for requesting regional
classification for brucellosis.

(a) Request for regional classification;
requirements. A representative of the
national government(s) of any country
or countries who has the authority to
make such a request may request that
APHIS classify a region for brucellosis.
Requests for classification or
reclassification must be submitted to
APHIS electronically or through the
mail as provided at http://
www.aphis.usda.gov/import_export/
animals/live_animals.shtml. Guidance
regarding how to complete a request in
a manner that will allow APHIS to
review it expeditiously is available at
http://www.aphis.usda.gov/import
export/animals/reg request.shtml, and
may also be obtained by contacting the
National Director, Regionalization
Evaluation Services, Strategy and Policy
Unit, VS, APHIS, 4700 River Road, Unit
38, Riverdale, MD 20737. At a
minimum, in order for APHIS to
consider the request complete, it must
define the boundaries of the region,
specify the prevalence level for
brucellosis within the region, and
demonstrate the following:

(1) That there is effective veterinary
control and oversight within the region;

(2) That brucellosis is a notifiable
disease within the region;

(3) That the region has a program for
brucellosis in place that includes, at a
minimum:

(i) Epidemiological investigations
following the discovery of any infected
animals or affected herds, or any
animals or herds that have had non-
negative test results following a test for
brucellosis, and documentation of these
investigations;

(ii) Management of affected herds in
a manner designed to eradicate
brucellosis from those herds, and
documentation regarding this
management;

(iii) Regulatory controls on the
movement of livestock into, within, and
from the region that correspond to the
risk of dissemination of brucellosis
associated with such movement; and

(iv) Access to, oversight of, and
quality controls on diagnostic testing for
brucellosis within the region;

(4) That the region has surveillance in
place that is equivalent to or exceeds
Federal standards for brucellosis
surveillance within the United States;
and

(5) That, if the region vaccinates for
brucellosis, it is in a manner that has
been approved by APHIS.

(b) APHIS evaluation. If, after
reviewing and evaluating the request for
classification, APHIS believes the region
can be accurately classified for
brucellosis, APHIS will publish a notice
in the Federal Register proposing to
classify the region according to
§ 93.440, and making available to the
public the information upon which this
proposed classification is based. The
notice will request public comment.

(c) APHIS determination. (1) If no
comments are received on the notice, or
if comments are received but do not
affect APHIS’ proposed classification,
APHIS will publish a subsequent notice
in the Federal Register announcing that
classification to be final and adding the
region to the appropriate list on the
internet.

(2) If comments received on the notice
suggest that the region be classified
according to a different brucellosis
classification, and APHIS agrees with
the comments, APHIS will publish a
subsequent notice in the Federal
Register making the information
supplied by commenters available to the
public, and proposing to classify the
region according to this different
classification. The notice will request
public comment.

(3) If comments received on the notice
suggest that insufficient information
was supplied on which to base a
brucellosis classification, and APHIS
agrees with the comments, APHIS will
publish a subsequent notice in the
Federal Register specifying the
additional information needed before
APHIS can classify the region.

(d) Maintaining classification and
reclassification initiated by APHIS. If a
region is classified under the provisions
of this section, that region may be
required to submit additional
information or allow APHIS to conduct
additional information collection
activities in order for that region to
maintain its classification. Moreover, if
APHIS determines that a region’s
classification for brucellosis is no longer
accurate, APHIS will publish a notice in
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the Federal Register announcing the
revised classification and setting forth
the reasons for this reclassification.

(Approved by the Office of Management and
Budget under control number 0579-0442)

m 17. Section 93.442 is added to read as
follows:

§ 93.442 Importation of ruminants from
certain regions of the world; brucellosis.

(a) Importation of certain ruminants
prohibited. Notwithstanding any other
provisions of this section, ruminants
that are known to be infected with or
exposed to brucellosis are prohibited
importation into the United States.

(b) Identification of bovines imported
for any purpose. Unless otherwise
specified by the Administrator, bovines
imported into the United States for any
purpose must be officially identified
and accompanied by a certificate, issued
in accordance with §93.405(a), that lists
the official identification of the animals
presented for import.

(c) Importation of steers and spayed
heifers. Unless otherwise specified by
the Administrator, steers and spayed
heifers may be imported into the United
States from a region in accordance with
paragraph (b) of this section, without
further restrictions under this part.

(d) Importation of sexually intact
bovines from Level I regions. Unless
specified otherwise by the
Administrator, sexually intact bovines
may be imported into the United States
from a Level I region for brucellosis in
accordance with paragraph (b) of this
section.13

(e) Importation of sexually intact
bovines from a Level II region. (1)
Sexually intact bovines directly from
currently accredited herds for
brucellosis. Sexually intact bovines may
be imported into the United States for
purposes other than immediate
slaughter from a currently accredited
herd for brucellosis in a Level II region
for brucellosis, provided that the
bovines are accompanied by a
certificate, issued in accordance with
§ 93.405(a), with an additional
statement that the bovines originate
directly from a currently accredited
herd for brucellosis.

(2) Sexually intact bovines that do not
originate directly from a currently
accredited herd for brucellosis. Sexually
intact bovines that do not originate
directly from a currently accredited
herd for brucellosis may be imported
into the United States from a Level II
region for brucellosis for purposes other

13 The importation of such bovines, as well as that
of all other bovines covered by this section, is still
subject to all other relevant restrictions of this
chapter.

than immediate slaughter, provided
that:

(i) The bovines originate from a herd
that was subjected to a whole herd test
for brucellosis on its premises of origin
no more than 90 days and no less than
30 days prior to the export of the
bovines to the United States, with
negative results; and

(1i) The bovines are subjected to an
additional individual test for brucellosis
at the port of entry into the United
States or during post-arrival quarantine
in accordance with § 93.411, with
negative results; and

(1ii) The bovines are accompanied by
a certificate, issued in accordance with
§ 93.405(a), with an additional
statement that the bovines meet the
requirements in paragraph (d)(2)(i) of
this section.

(f) Importation of sexually intact
bovines from a Level III region. (1)
Sexually intact bovines directly from
currently accredited herds for
brucellosis. Sexually intact bovines may
be imported into the United States for
purposes other than immediate
slaughter from a currently accredited
herd for brucellosis in a Level III region
for brucellosis, provided that:

(i) The bovines are subjected to an
individual test for brucellosis at the port
of entry into the United States or during
post-arrival quarantine in accordance
with § 93.411, with negative results;
and

(ii) The bovines are accompanied by
a certificate, issued in accordance with
§ 93.405(a), with an additional
statement that the bovines originate
directly from a currently accredited
herd for brucellosis.

(2) Sexually intact bovines that do not
originate directly from a currently
accredited herd for brucellosis. Sexually
intact bovines that do not originate
directly from a currently accredited
herd for brucellosis may be imported
into the United States from a Level III
region for brucellosis for purposes other
than immediate slaughter, provided
that:

(i) The bovines originate from a herd
that was subjected to two whole herd
tests for brucellosis on its premises of
origin conducted no less than 9 months
and no more than 15 months apart, with
the second test taking place no more
than 90 days and no less than 30 days
prior to the export of the bovines to the
United States, with negative results each
time; and

(ii) The bovines are subjected to an
additional individual test for brucellosis
at the port of entry into the United
States or during post-arrival quarantine
in accordance with § 93.411, with
negative results; and

(iii) The bovines are accompanied by
a certificate, issued in accordance with
§ 93.405(a), with an additional
statement that the bovines meet the
requirements in paragraph (e)(2)(i) of
this section.
(Approved by the Office of Management and
Budget under control number 0579-0442)
Done in Washington, DC, this 14th day of
September 2020.
Lorren Walker,
Acting Undersecretary, Marketing and
Regulatory Programs.
[FR Doc. 2020-20552 Filed 9-16-20; 8:45 am]
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Standardized Approach for Calculating
the Exposure Amount of Derivative
Contracts; Correction

AGENCY: The Office of the Comptroller
of the Currency, Treasury; Board of
Governors of the Federal Reserve
System; and Federal Deposit Insurance
Corporation.

ACTION: Final rule; correcting
amendments.

SUMMARY: The Office of the Comptroller
of the Currency (OCGC), the Board of
Governors of the Federal Reserve
System (Board), and the Federal Deposit
Insurance Corporation (FDIC) are
issuing this final rule to make technical
corrections to certain provisions of the
capital rule related to the standardized
approach for counterparty credit risk,
which is used for calculating the
exposure amount of derivative contracts
and was adopted in a final rule
published on January 24, 2020.

DATES: This final rule is effective
September 17, 2020.

FOR FURTHER INFORMATION CONTACT:
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OCC: Margot Schwadron, Director, or
Guowei Zhang, Risk Expert, Capital and
Regulatory Policy, (202) 649-6370; or
Kevin Korzeniewski, Counsel, Daniel
Perez, Senior Attorney, or Daniel
Sufranski, Attorney, Chief Counsel’s
Office, (202) 649-5490; or, for persons
who are deaf or hearing impaired, TTY,
(202) 649-5597; the Office of the
Comptroller of the Currency, 400 7th
Street SW, Washington, DC 20219.

Board: Benjamin McDonough,
Assistant General Counsel, (202) 452—
2036; Mark Buresh, Senior Counsel,
(202) 452-5270; Gillian Burgess, Senior
Counsel, (202) 736—-5564; or Andrew
Hartlage, Counsel, (202) 452-6483,
Legal Division, Board of Governors of
the Federal Reserve System, 20th Street
and Constitution Avenue NW,
Washington, DC 20551. Users of
Telecommunications Device for the Deaf
(TDD) only, call (202) 263-4869.

FDIC: Michael Phillips, Counsel,
mphillips@fdic.gov, (202) 898-3581;
Catherine Wood, Counsel, cawood@
fdic.gov, (202) 898—3788; Francis Kuo,
Counsel, fkuo@fdic.gov, (202) 898—6654;
Supervision Branch, Legal Division,
Federal Deposit Insurance Corporation,
550 17th Street NW, Washington, DC
20429.

SUPPLEMENTARY INFORMATION: The Office
of the Comptroller of the Currency
(OCQ), the Board of Governors of the
Federal Reserve System (Board), and the
Federal Deposit Insurance Corporation
(FDIC) (collectively, the “agencies”) are
making technical corrections to certain
provisions of the capital rule relating to
the standardized approach for
counterparty credit risk (SA—CCR),
which is used for calculating the
exposure amount of derivative contracts
and was adopted in a final rule
published on January 24, 2020 (the SA—
CCR final rule).? The amendatory text of
the SA—CCR final rule did not
accurately reflect the treatment
described in the Supplementary
Information section of the SA—CCR final
rule for the items described below. This

1 Standardized Approach for Calculating the
Exposure Amount of Derivative Contracts, 85 FR
4362 (January 24, 2020). The SA-CCR final rule
took effect on April 1, 2020. The agencies also
recently issued a notice stating that banking
organizations could elect to adopt SA—CCR for the
first quarter of 2020, on a best-efforts basis. 85 FR
17721 (March 31, 2020).

final rule corrects the agencies’ capital
rule consistent with the Supplementary
Information section of the SA—CCR final
rule. The agencies are also making
corrections to certain cross-references
within the capital rule that are no longer
accurate as of the SA—CCR final rule’s
effective date.

Specifically, these technical
corrections revise the capital rule for the
following items:

e In§ .10(c)(4)(ii)(B)(1), related to
the definition of total leverage exposure,
two cross-references are being updated
to reflect the renumbering of a provision
in§ .34 in the SA-CCR final rule. The
SA-CCR final rule modified the
previous § _ .34(b) to become § _ .34(c),
but the current capital rule erroneously
continues to refer to §  .34(b).

e In§ .10(c)(4)(ii)(B)(2), related to
the definition of total leverage exposure,
the agencies are consolidating the text of
paragraphs (i) and (ii) into a single new
paragraph (i). Also, a new paragraph (ii)
is being added to correspond to
paragraphs (c)(4)(ii)(B)(1)(i) and (ii). As
a result of these revisions, a banking
organization that uses SA—CCR will be
permitted to exclude the potential
future exposure (PFE) of all credit
derivatives or other similar instruments
through which it provides credit
protection from total leverage exposure,
provided that it does so consistently
over time. The option to exclude the
PFE of certain credit derivatives is
available to banking organizations that
use the current exposure methodology
(CEM) and the technical correction
provides such option to banking
organizations that use SA—CCR. The
agencies indicated in the
SUPPLEMENTARY INFORMATION section of
the SA—CCR final rule that they would
adopt the same treatment under SA—
CCR as under CEM.2

e In§ .10, each use of the term
“U.S. GAAP” is being replaced with
“GAAP” because “GAAP” is the
appropriate defined term in § _ .2.

2 See 85 FR 4362 at 4394—-95. Specifically, the
agencies stated that a banking organization subject
to the supplementary leverage ratio may choose to
exclude from the potential future exposures (PFE)
component of the exposure amount calculation the
portion of a written credit derivative that is not
offset according to § _.10(c)(4)(ii)(D)(1)-(2) and for
which the effective notional amount of the written
credit derivative is included in total leverage
exposure.

Under § .2, “GAAP” is defined as
generally accepted accounting
principles as used in the United States.

e In§ .32(f)(1), related to the
general risk weight for corporate
exposures and the exceptions for certain
exposures to a qualifying central
counterparty (QCCP), the cross-
reference is being updated to refer to
both paragraph (f)(2) and paragraph
(H)(3). The SA-CCR final rule added
paragraph (f)(3), but the current capital
rule refers only to paragraph (f)(2).

e In§ .37(c)(2)(i)(B), related to the
calculation of exposure amount for
collateralized transactions, cross-
references to §  .34(a)(1)—(2) are being
updated to reflect the renumbering of a
provision in § .34 in the SA—CCR final
rule. The SA-CCR final rule modified
the previous § _ .34(a) to become §
.34(b).

e In§ .132(c)(8)(iii) and (iv), and
§ .132(c)(9)@), references to table 2 for
applicable supervisory factor
determination are being updated to
reflect the renumbering of the table.

e In§ .132(c)(9)(ii)(A)(1), related to
the adjusted notional amount for an
interest rate derivative contract or a
credit derivative contract, the formula
for supervisory duration is being
updated to correct a typographical error.

e In§ .132(c)(9)(iv)(A)(3), related to
the maturity factor, the revision
provides that the higher margin period
of risk set forth in that section must be
used if there have been “more than two”
outstanding margin disputes in the
netting set during the prior two quarters.
The Supplementary Information section
of the SA-CCR final rule indicated that
the agencies intended to align the
criteria for applying the higher margin
period of risk in SA—CCR with that in
the internal models methodology, which
applies only if more than two margin
disputes in a netting set have occurred
over the two previous quarters.? In other
sections of the capital rule, the SA—CCR
final rule included language referencing
“more than two”” margin disputes.
However, in this section, the phrase
“two or more”” was used instead. The
revised language thus implements the
intended treatment as provided in the
SUPPLEMENTARY INFORMATION section of
the SA—CCR final rule.

3 See 85 FR 4362 at 4387.
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e In§ .133(d)(4), which defines the capital requirement for default fund contributions

to a QCCP, the definition for the term DFCpCng is being updated to correct a typographical

CI1or.

e In§ .133(d)(5) and (6), related to
the exposure of a clearing member
banking organization to a QCCP arising
from a default fund contribution, the
revision corrects the calculation of the
hypothetical capital requirement of a
QCCP (Kccp) and adds appropriate
subscripts. The term EAD; is amended to
equal the exposure of the QCCP to each
clearing member of the QCCP. While the
SUPPLEMENTARY INFORMATION section of
the SA-CCR final rule had discussed
this treatment, the amendatory text
referred to the exposure of each clearing
member to the QCCP. The agencies also
are making conforming corrections to
the calculation of EAD for repo-style
transactions in § .133(d)(6)(iii). In
addition, references to “CCP” in these
paragraphs are being replaced by
“QCCP” for clarity, as the paragraphs
already only apply in the context of a
QCCP.

Administrative Law

A. Administrative Procedure Act

The agencies are issuing this final rule
without prior notice and the
opportunity for public comment and the
30-day delayed effective date ordinarily
prescribed by the Administrative
Procedure Act (APA).4 Pursuant to
section 553(b)(B) of the APA, general
notice and the opportunity for public
comment are not required with respect
to a rulemaking when an “‘agency for
good cause finds (and incorporates the
finding and a brief statement of reasons
therefor in the rules issued) that notice
and public procedure thereon are
impracticable, unnecessary, or contrary
to the public interest.” 5

The agencies believe that the public
interest is best served by implementing
the final rule as soon as possible. Public
comment is unnecessary, as the SA—
CCR final rule was previously issued for
comment, and the technical edits
discussed here merely correct errors in
the SA—CCR final rule.

The technical corrections made by
this final rule will reduce ambiguity and
ensure that banking organizations
implement the SA-CCR provisions of
the capital rule in a consistent manner
and as described in the SUPPLEMENTARY
INFORMATION section of the SA-CCR

45 U.S.C. 553.
55 U.S.C. 553(b)(B).

final rule. This will facilitate the ability
of banking organizations to make the

changes necessary to implement the
SA-CCR final rule.

The APA also requires a 30-day
delayed effective date, except for (1)
substantive rules which grant or
recognize an exemption or relieve a
restriction; (2) interpretative rules and
statements of policy; or (3) as otherwise
provided by the agency for good cause.®
The agencies find good cause to publish
the final rule correction with an
immediate effective date for the same
reasons set forth above under the
discussion of section 553(b)(B) of the
APA.

B. Congressional Review Act

For purposes of Congressional Review
Act, the OMB makes a determination as
to whether a final rule constitutes a
“major” rule.” If a rule is deemed a
“major rule” by the Office of
Management and Budget (OMB), the
Congressional Review Act generally
provides that the rule may not take
effect until at least 60 days following its
publication.8

In the event that the final rule is
deemed a “major” rule for purposes of
the Congressional Review Act, the
agencies are adopting the final rule
without the delayed effective date
generally prescribed under the
Congressional Review Act. The delayed
effective date required by the
Congressional Review Act does not
apply to any rule for which an agency
for good cause finds (and incorporates
the finding and a brief statement of
reasons therefor in the rule issued) that
notice and public procedure thereon are
impracticable, unnecessary, or contrary
to the public interest.? As described
above, the agencies believe that delaying
the effective date of this final rule
would be contrary to the public interest.

As required by the Congressional
Review Act, the agencies will submit
the final rule and other appropriate
reports to Congress and the Government
Accountability Office for review.

65 U.S.C. 553(d).

75 U.S.C. 801 et seq.
85 U.S.C. 801(a)(3).
95 U.S.C. 808.

C. Paperwork Reduction Act

The Paperwork Reduction Act of 1995
(44 U.S.C. 3501-3521) (PRA) states that
no agency may conduct or sponsor, nor
is the respondent required to respond
to, an information collection unless it
displays a currently valid OMB control
number. This final rule does not contain
any information collection requirements
and therefore, no submissions will be
made by the agencies to OMB in
connection with this final rule.

D. Regulatory Flexibility Act

The Regulatory Flexibility Act
(RFA) 10 requires an agency to consider
whether the rules it proposes will have
a significant economic impact on a
substantial number of small entities.?
The RFA applies only to rules for which
an agency publishes a general notice of
proposed rulemaking pursuant to 5
U.S.C. 553(b). As discussed previously,
consistent with section 553(b)(B) of the
APA, the agencies have determined for
good cause that general notice and
opportunity for public comment is
unnecessary and contrary to the public’s
interest, and therefore the agencies are
not issuing a notice of proposed
rulemaking. Accordingly, the Agencies
have concluded that the RFA’s
requirements relating to an initial and
final regulatory flexibility analysis do
not apply.

E. Riegle Community Development and
Regulatory Improvement Act of 1994

Pursuant to section 302(a) of the
Riegle Community Development and
Regulatory Improvement Act
(RCDRIA),12 in determining the effective
date and administrative compliance
requirements for new regulations that
impose additional reporting, disclosure,
or other requirements on insured
depository institutions (IDIs), each
Federal banking agency must consider,
consistent with the principle of safety
and soundness and the public interest,
any administrative burdens that such

105 U.S.C. 601 et seq.

11 Under regulations issued by the Small Business
Administration, a small entity includes a depository
institution, bank holding company, or savings and
loan holding company with total assets of $600
million or less and trust companies with average
annual receipts of $41.5 million or less. See 13 CFR
121.201.

1212 U.S.C. 4802(a).
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regulations would place on depository
institutions, including small depository
institutions, and customers of
depository institutions, as well as the
benefits of such regulations. In addition,
section 302(b) of RCDRIA requires new
regulations and amendments to
regulations that impose additional
reporting, disclosures, or other new
requirements on IDIs generally to take
effect on the first day of a calendar
quarter that begins on or after the date
on which the regulations are published
in final form, with certain exceptions,
including for good cause.3 For the
reasons described above, the agencies
find good cause exists under section 302
of RCDRIA to publish this final rule
with an immediate effective date.

F. Plain Language

Section 722 of the Gramm-Leach-
Bliley Act 14 requires the Federal
banking agencies to use “plain
language” in all proposed and final
rules published after January 1, 2000. In
light of this requirement, the agencies
have sought to present the final rule in
a simple and straightforward manner.

G. OCC Unfunded Mandates Reform Act
of 1995 Determination

As a general matter, the Unfunded
Mandates Act of 1995 (UMRA), 2 U.S.C.
1531 et seq., requires the preparation of
a budgetary impact statement before
promulgating a rule that includes a
Federal mandate that may result in the
expenditure by State, local, and tribal
governments, in the aggregate, or by the
private sector, of $100 million or more
in any one year. However, the UMRA
does not apply to final rules for which
a general notice of proposed rulemaking
was not published. See 2 U.S.C. 1532(a).
Therefore, because the OCC has found
good cause to dispense with notice and
comment for this final rule, the OCC has
not prepared an economic analysis of
the rule under the UMRA.

List of Subjects
12 CFR Part 3

Administrative practice and
procedure, Capital, National banks,
Risk.

12 CFR Part 217

Administrative practice and
procedure, Banks, Banking, Capital,
Federal Reserve System, Holding
companies, Reporting and
recordkeeping requirements, Risk,
Securities.

1312 U.S.C. 4802.

12 CFR Part 324

Administrative practice and
procedure, Banks, Reporting and
recordkeeping requirements, Savings
associations, State non-member banks.

Office of the Comptroller of the
Currency

12 CFR Chapter I
Authority and Issuance

For the reasons set forth in the
preamble, the OCC amends 12 CFR part
3 as follows:

PART 3—CAPITAL ADEQUACY
STANDARDS

m 1. The authority citation for part 3
continues to read as follows:

Authority: 12 U.S.C. 93a, 161, 1462, 1462a,
1463, 1464, 1818, 1828(n), 1828 note, 1831n
note, 1835, 3907, 3909, 5412(b)(2)(B), and
Pub. L. 116-136, 134 Stat. 281.

m 2. Amend § 3.10 by:

m a. Removing, in paragraphs
(c)(4)(ii)(A), (c)(4)(i1)(B)(1) introductory
text, (c)(4)(i1)(C)(2)(1), and (c)(4)(ii)(H),
the phrase “U.S. GAAP” and by adding
in its place the phrase “GAAP”;

m b. Removing, in paragraphs
(c)(4)(i1)(B)(1) introductory text and
(c)(4)(ii)(B)(1)(1), the phrase “without
regard to § 3.34(b)”” and by adding in its
place the phrase “without regard to
§3.34(c)”; and

m c. Revising paragraphs
(c)(4)(i1)(B)(2)(4) and (11).

The revisions read as follows:

§3.10 Minimum capital requirements.

(C] R
(4) EE
(ii) * % %
(B) * % %

—

(2)(1) For a national bank or Federal
savings association that uses the
standardized approach for counterparty
credit risk under section § 3.132(c) for
its standardized risk-weighted assets,
the PFE for each netting set to which the
national bank or Federal savings
association is a counterparty (including
cleared transactions except as provided
in paragraph (c)(4)(ii)(I) of this section
and, at the discretion of the national
bank or Federal savings association,
excluding a forward agreement treated
as a derivative contract that is part of a
repurchase or reverse repurchase or a
securities borrowing or lending
transaction that qualifies for sales
treatment under GAAP), as determined
under § 3.132(c)(7), in which the term C
in §3.132(c)(7)(i) equals zero, and, for

1412 U.S.C. 4809.

any counterparty that is not a
commercial end-user, multiplied by 1.4.
For purposes of this paragraph
(c)(4)(i1)(B)(2)(1), a national bank or
Federal savings association may set the
value of the term C in § 3.132(c)(7)(i)
equal to the amount of collateral posted
by a clearing member client of the
national bank or Federal savings
association in connection with the
client-facing derivative transactions
within the netting set; and

(i7) A national bank or Federal savings
association may choose to exclude the
PFE of all credit derivatives or other
similar instruments through which it
provides credit protection when
calculating the PFE under § 3.132(c),
provided that it does so consistently
over time for the calculation of the PFE

for all such instruments;
* * * * *

m 3. Section 3.32 is amended by revising
paragraph (f)(1) to read as follows:

§3.32 General risk weights.

* * * * *

() * * * (1) A national bank or
Federal savings association must assign
a 100 percent risk weight to all its
corporate exposures, except as provided
in paragraphs (f)(2) and (f)(3) of this
section.

* * * * *

§3.37 [Amended]

W 4. Section 3.37 is amended by, in
paragraph (c)(2)(i)(B), removing
““§3.34(a)(1) or (2)” and adding in its
place “§3.34(b)(1) or (2).”
m 5. Amend § 3.132 by:
m a. In paragraphs (c)(8)(iii) and (iv), and
(c)(9)(i), removing “Table 2" and adding
in its place “Table 3"’; and
m b. Revising paragraphs (c)(9)(ii)(A)(1)
and (c)(9)(iv)(A)(3).

The revisions read as follows:

§3.132 Counterparty credit risk of repo-
style transactions, eligible margin loans,
and OTC derivative contracts.

(A)(1) For an interest rate derivative
contract or a credit derivative contract,
the adjusted notional amount equals the
product of the notional amount of the
derivative contract, as measured in U.S.
dollars using the exchange rate on the
date of the calculation, and the
supervisory duration, as calculated by
the following formula:
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. . 005" (m)_e—0.0S* (325)
Supervisory duration = max 50 ,0.04
Where: a netting set subject to more than two paragraphs (d)(6)(i) through (iii) to read

S is the number of business days from the
present day until the start date of the
derivative contract, or zero if the start
date has already passed; and

E is the number of business days from the
present day until the end date of the
derivative contract.

* * * * *

iv) * % %
A] * * %

3) Notwithstanding paragraphs
9)(iv)(A)(1) and (2) of this section, for

—_— —

(c)

—

Ken = max{Keep * (

Where:

outstanding disputes over margin that
lasted longer than the MPOR over the
previous two quarters, the applicable
floor is twice the amount provided in

paragraphs (c)(9)(iv)(A)(1) and (2) of this

section.

* * * * *

m 6. Section 3.133 is amended by
revising paragraphs (d)(4) and (5), (d)(6)
paragraph introductory text, and

pFPref

pref
DFCCP+DFCCPCM

as follows:

§3.133 Cleared transactions.
* * * * *

(d)* * *

(4) Capital requirement for default
fund contributions to a QCCP. A
clearing member national bank’s or
Federal savings association’s capital
requirement for its default fund
contribution to a QCCP (Kcu) is equal
to:

); 0.16 percent * DFpTef}

Kccp is the hypothetical capital requirement of the QCCP, as determined under

paragraph (d)(5) of this section;

DFP"¢/ is the prefunded default fund contribution of the clearing member national

bank or Federal savings association to the QCCP;

DF¢cp is the QCCP’s own prefunded amount that are contributed to the default

waterfall and are junior or pari passu with prefunded default fund contributions of clearing

members of the QCCP; and

DFCpCfg v 15 the total prefunded default fund contributions from clearing members of

the QCCP to the QCCP.

(5) Hypothetical capital requirement
of a QCCP. Where a QCCP has provided
its Kccp, a national bank or Federal
savings association must rely on such
disclosed figure instead of calculating
Kccp under this paragraph (d)(5), unless
the national bank or Federal savings
association determines that a more
conservative figure is appropriate based
on the nature, structure, or
characteristics of the QCCP. The
hypothetical capital requirement of a
QCCP (Kccp), as determined by the
national bank or Federal savings
association, is equal to:

Kceep = ZemEAD; * 1.6 percent

Where:

CM,; is each clearing member of the QCCP;
and

EAD; is the exposure amount of the QCCP to
each clearing member of the QCCP, as
determined under paragraph (d)(6) of
this section.

(6) EAD of a QCCP to a clearing
member. (i) The EAD of a QCCP to a
clearing member is equal to the sum of
the EAD for derivative contracts
determined under paragraph (d)(6)(ii) of
this section and the EAD for repo-style

transactions determined under
paragraph (d)(6)(iii) of this section.

(ii) With respect to any derivative
contracts between the QCCP and the
clearing member that are cleared
transactions and any guarantees that the
clearing member has provided to the
QCCP with respect to performance of a
clearing member client on a derivative
contract, the EAD is equal to the
exposure amount of the QCCP to the
clearing member for all such derivative
contracts and guarantees of derivative
contracts calculated under SA—CCR in
§3.132(c) (or, with respect to a QCCP
located outside the United States, under
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a substantially identical methodology in
effect in the jurisdiction) using a value
of 10 business days for purposes of
§3.132(c)(9)(iv); less the value of all
collateral held by the QCCP posted by
the clearing member or a client of the
clearing member in connection with a
derivative contract for which the
clearing member has provided a
guarantee to the QCCP and the amount
of the prefunded default fund
contribution of the clearing member to
the QCCP.

(iii) With respect to any repo-style
transactions between the QCCP and a
clearing member that are cleared
transactions, EAD is equal to:

EAD; = max{EBRM,— IM;— DF;; 0}

Where:

EBRM,; is the exposure amount of the QCCP
to each clearing member for all repo-
style transactions between the QCCP and
the clearing member, as determined
under § 3.132(b)(2) and without
recognition of the initial margin
collateral posted by the clearing member
to the QCCP with respect to the repo-
style transactions or the prefunded
default fund contribution of the clearing
member institution to the QCCP;

IM; is the initial margin collateral posted
by each clearing member to the QCCP with
respect to the repo-style transactions; and

DF; is the prefunded default fund
contribution of each clearing member to the
QCCP that is not already deducted in
paragraph (d)(6)(ii) of this section.

* * * * *

Board of Governors of the Federal
Reserve System

12 CFR Chapter II
Authority and Issuance

For the reasons set forth in the
preamble, chapter II of title 12 of the
Code of Federal Regulations is amended
as follows:

PART 217—CAPITAL ADEQUACY OF
BANK HOLDING COMPANIES,
SAVINGS AND LOAN HOLDING
COMPANIES, AND STATE MEMBER
BANKS (REGULATION Q)

m 7. The authority citation for part 217
continues to read as follows:

Where:

S is the number of business days from the
present day until the start date of the
derivative contract, or zero if the start
date has already passed; and

Authority: 12 U.S.C. 248(a), 321-338a,
481-486, 1462a, 1467a, 1818, 1828, 1831n,
18310, 1831p-1, 1831w, 1835, 1844(b), 1851,
3904, 3906—-3909, 4808, 5365, 5368, 5371,
and 5371 note; Pub. L. 116-136, 134 Stat.
281.

m 8. Amend §217.10 by:

m a. Removing, in paragraphs
(c)(4)(ii)(A), (c)(4)(iD)(B)(2),
(€)(4)(i1)(B)(2)(1), and (c)(4)(ii)(H), the
phrase “U.S. GAAP” and by adding in
its place the phrase “GAAP”’;

m b. Removing, in paragraphs
(c)(4)(i)(B)(1) introductory text and
(c)(4)(i)(B)(1)(d), the phrase “without
regard to § 217.34(b)”” and by adding in
its place the phrase “without regard to
§217.34(c)”’; and

m c. Revising paragraphs
(c)(4)(i)(B)(2)(4) and (i1).

The revisions read as follows:

§217.10 Minimum capital requirements.

(C] ENE
(4) * % %
(ii) * % %
(B) I .

(2)({) For a Board-regulated institution
that uses the standardized approach for
counterparty credit risk under section
§217.132(c) for its standardized risk-
weighted assets, the PFE for each
netting set to which the Board-regulated
institution is a counterparty (including
cleared transactions except as provided
in paragraph (c)(4)(ii)(I) of this section
and, at the discretion of the Board-
regulated institution, excluding a
forward agreement treated as a
derivative contract that is part of a
repurchase or reverse repurchase or a
securities borrowing or lending
transaction that qualifies for sales
treatment under GAAP), as determined
under § 217.132(c)(7), in which the term
Cin §217.132(c)(7)(i) equals zero, and,
for any counterparty that is not a
commercial end-user, multiplied by 1.4.
For purposes of this paragraph
(c)(4)(i)(B)(2)(7), a Board-regulated
institution may set the value of the term
Cin §217.132(c)(7)(i) equal to the
amount of collateral posted by a clearing
member client of the Board-regulated
institution in connection with the

client-facing derivative transactions
within the netting set; and

(i) A Board-regulated institution may
choose to exclude the PFE of all credit
derivatives or other similar instruments
through which it provides credit
protection when calculating the PFE
under § 217.132(c), provided that it does
so consistently over time for the
calculation of the PFE for all such
instruments;
* * * * *

m 9. Section 217.32 is amended by
revising paragraph (f)(1) to read as
follows:

§217.32 General risk weights.

* * * * *

(f) * * * (1) A Board-regulated
institution must assign a 100 percent
risk weight to all its corporate
exposures, except as provided in
paragraphs (f)(2) and ()(3) of this
section.

* * * * *

§217.37 [Amended]

m 10. Section 217.37 is amended by, in
paragraph (c)(2)(i)(B), removing
“§217.34(a)(1) or (2)” and adding in its
place “§217.34(b)(1) or (2).”
m 11. Amend § 217.132 by:
m a. In paragraphs (c)(8)(iii) and (iv), and
(c)(9)(i), removing the words “Table 2
and adding in its place “Table 3”’; and
m b. Revising paragraphs (c)(9)(ii)(A)(1)
and (c)(9)(iv)(A)(3).

The revisions read as follows:

§217.132 Counterparty credit risk of repo-
style transactions, eligible margin loans,
and OTC derivative contracts.

* * * * *

(A)(1) For an interest rate derivative
contract or a credit derivative contract,
the adjusted notional amount equals the
product of the notional amount of the
derivative contract, as measured in U.S.
dollars using the exchange rate on the
date of the calculation, and the
supervisory duration, as calculated by
the following formula:

0.05

E is the number of business days from the
present day until the end date of the
derivative contract.

* * * *

(iV)* * %
(A)* * %

—0.05*(i)_ —0.05*(L)
Supervisory duration = max {e e = , 0.04}

(3) Notwithstanding paragraphs
(c)(9)(iv)(A)(1) and (2) of this section, for
a netting set subject to more than two
outstanding disputes over margin that
lasted longer than the MPOR over the
previous two quarters, the applicable
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floor is twice the amount provided in

paragraphs (c)(9)(iv)(A)(1) and (2) of this

section.
* * * * *

m 12. Section 217.133 is amended by
revising paragraphs (d)(4) and (5), (d)(6)

Ken = max{Kecp * (

Where:

introductory text, and paragraphs
(d)(6)(i) through (iii) to read as follows:

§217.133 Cleared transactions.

* * * * *

(d)* EE

pFbref

pref
DFccp*DFecpem

(4) Capital requirement for default
fund contributions to a QCCP. A
clearing member Board-regulated
institution’s capital requirement for its
default fund contribution to a QCCP
(Kcm) is equal to:

); 0.16 percent x DFPT¢/}

Kccp is the hypothetical capital requirement of the QCCP, as determined under

paragraph (d)(5) of this section;

DFP"¢/ is the prefunded default fund contribution of the clearing member Board-

regulated institution to the QCCP;

DF¢cp is the QCCP’s own prefunded amount that are contributed to the default

waterfall and are junior or pari passu with prefunded default fund contributions of clearing

members of the QCCP; and

DFCpCng is the total prefunded default fund contributions from clearing members of

the QCCP to the QCCP.

(5) Hypothetical capital requirement
of a QCCP. Where a QCCP has provided
its Kccp, a Board-regulated institution
must rely on such disclosed figure
instead of calculating Kccp under this
paragraph (d)(5), unless the Board-
regulated institution determines that a
more conservative figure is appropriate
based on the nature, structure, or
characteristics of the QCCP. The
hypothetical capital requirement of a
QCCP (Kccp), as determined by the
Board-regulated institution, is equal to:

Keep = Zecmi EAD; * 1.6 percent

Where:

CM,; is each clearing member of the QCCP;
and

EAD; is the exposure amount of the QCCP to
each clearing member of the QCCP, as
determined under paragraph (d)(6) of
this section.

(6) EAD of a QCCP to a clearing
member. (i) The EAD of a QCCP to a
clearing member is equal to the sum of
the EAD for derivative contracts
determined under paragraph (d)(6)(ii) of
this section and the EAD for repo-style

transactions determined under
paragraph (d)(6)(iii) of this section.

(ii) With respect to any derivative
contracts between the QCCP and the
clearing member that are cleared
transactions and any guarantees that the
clearing member has provided to the
QCCP with respect to performance of a
clearing member client on a derivative
contract, the EAD is equal to the
exposure amount of the QCCP to the
clearing member for all such derivative
contracts and guarantees of derivative
contracts calculated under SA-CCR in
§217.132(c) (or, with respect to a QCCP
located outside the United States, under
a substantially identical methodology in
effect in the jurisdiction) using a value
of 10 business days for purposes of
§217.132(c)(9)(iv); less the value of all
collateral held by the QCCP posted by
the clearing member or a client of the
clearing member in connection with a
derivative contract for which the
clearing member has provided a
guarantee to the QCCP and the amount
of the prefunded default fund

contribution of the clearing member to
the QCCP.

(iii) With respect to any repo-style
transactions between the QCCP and a
clearing member that are cleared
transactions, EAD is equal to:

EAD; = max{EBRM;— IM;— DF;;0}
Where:

EBRM,; is the exposure amount of the QCCP
to each clearing member for all repo-
style transactions between the QCCP and
the clearing member, as determined
under § 217.132(b)(2) and without
recognition of the initial margin
collateral posted by the clearing member
to the QCCP with respect to the repo-
style transactions or the prefunded
default fund contribution of the clearing
member institution to the QCCP;

IM; is the initial margin collateral posted by
each clearing member to the QCCP with
respect to the repo-style transactions;
and

DF; is the prefunded default fund
contribution of each clearing member to
the QCCP that is not already deducted in
paragraph (d)(6)(ii) of this section.

* * * * *
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Federal Deposit Insurance Corporation
12 CFR Chapter III
Authority and Issuance

For the reasons set forth in the
preamble, chapter III of title 12 of the
Code of Federal Regulations is amended
as follows:

PART 324—CAPITAL ADEQUACY OF
FDIC-SUPERVISED INSTITUTIONS

m 13. The authority citation for part 324
continues to read as follows:

Authority: 12 U.S.C. 1815(a), 1815(b),
1816, 1818(a), 1818(b), 1818(c), 1818(t),
1819(Tenth), 1828(c), 1828(d), 1828(i),
1828(n), 1828(0), 18310, 1835, 3907, 3909,
4808; 5371; 5412; Pub. L. 102—-233, 105 Stat.
1761, 1789, 1790 (12 U.S.C. 1831n note); Pub.
L. 102—242, 105 Stat. 2236, 2355, as amended
by Pub. L. 103-325, 108 Stat. 2160, 2233 (12
U.S.C. 1828 note); Pub. L. 102-242, 105 Stat.
2236, 2386, as amended by Pub. L. 102-550,
106 Stat. 3672, 4089 (12 U.S.C. 1828 note);
Pub. L. 111-203, 124 Stat. 1376, 1887 (15
U.S.C. 780~7 note); Pub. L. 115-174; Pub. L.
116-136, 134 Stat. 281.

m 14. Amend § 324.10 by:

m a. Removing, in paragraphs
(c)(4)(ii)(A), (c)(4)(i1)(B)(1),
(c)(4)(i)(B)(2)(1), and (c)(4)(ii)(H), the
phrase “U.S. GAAP” and by adding in
its place the phrase “GAAP”;

m b. Removing, in paragraphs
(c)(4)(i1)(B)(1) introductory text and
(c)(4)(i1)(B)(1)(1), the phrase “without
regard to § 324.34(b)”” and by adding in
its place the phrase “without regard to
§324.34(c)”’; and

m c. Revising paragraphs
(c)(4)(i1)(B)(2)(1) and (i1).

The revisions read as follows:

§324.10 Minimum capital requirements.

* * * * *

Where:

S is the number of business days from the
present day until the start date of the
derivative contract, or zero if the start
date has already passed; and

E is the number of business days from the
present day until the end date of the
derivative contract.

* * * * *

(iv) *

(A) *

(3) Notwithstanding paragraphs
(c)(9)(iv)(A)(1) and (2) of this section, for

* %

* %

(c)
(4)
(ii)
(B)
(2)(7) For an FDIC-supervised
institution that uses the standardized
approach for counterparty credit risk
under section § 324.132(c) for its
standardized risk-weighted assets, the
PFE for each netting set to which the
FDIC-supervised institution is a
counterparty (including cleared
transactions except as provided in
paragraph (c)(4)(ii)(I) of this section and,
at the discretion of the FDIC-supervised
institution, excluding a forward
agreement treated as a derivative
contract that is part of a repurchase or
reverse repurchase or a securities
borrowing or lending transaction that
qualifies for sales treatment under
GAAP), as determined under
§324.132(c)(7), in which the term C in
§324.132(c)(7)(i) equals zero, and, for
any counterparty that is not a
commercial end-user, multiplied by 1.4.
For purposes of this paragraph
(c)(4)(i)(B)(2)(d), an FDIC-supervised
institution may set the value of the term
Cin §324.132(c)(7)(i) equal to the
amount of collateral posted by a clearing
member client of the FDIC-supervised
institution in connection with the
client-facing derivative transactions
within the netting set; and
(i1) An FDIC-supervised institution
may choose to exclude the PFE of all
credit derivatives or other similar
instruments through which it provides
credit protection when calculating the
PFE under § 324.132(c), provided that it
does so consistently over time for the
calculation of the PFE for all such

instruments;
* * * * *

* % * *
% % * %
% % % %

—

m 15. Section 324.32 is amended by
revising paragraph (f)(1) to read as
follows:

§324.32 General risk weights.

* * * * *

(f) * * * (1) An FDIC-supervised
institution must assign a 100 percent
risk weight to all its corporate
exposures, except as provided in
paragraphs (f)(2) and (£)(3) of this
section.

* * * * *

§324.37 [Amended]

m 16. Section 324.37 is amended by, in
paragraph (c)(2)(i)(B), removing
“§324.34(a)(1) or (2)” and adding in its
place ““§ 324.34(b)(1) or (2).”
m 17. Amend § 324.132 by:
m a. In paragraphs (c)(8)(iii) and (iv), and
(c)(9)(i), removing ““Table 2" and adding
in its place “Table 3"’; and
m b. Revising paragraphs (c)(9)(ii)(A)(1)
and (c)(9)(iv)(A)(3).

The revisions read as follows:

§324.132 Counterparty credit risk of repo-
style transactions, eligible margin loans,
and OTC derivative contracts.

* * * * *

* % %
C

(c)
(9) * * %
(ii) * * %

(A)(1) For an interest rate derivative
contract or a credit derivative contract,
the adjusted notional amount equals the
product of the notional amount of the
derivative contract, as measured in U.S.
dollars using the exchange rate on the
date of the calculation, and the
supervisory duration, as calculated by
the following formula:

0.05

a netting set subject to more than two
outstanding disputes over margin that
lasted longer than the MPOR over the
previous two quarters, the applicable
floor is twice the amount provided in
paragraphs (c)(9)(iv)(A)(1) and (2) of this
section.

m 18. Section 324.133 is amended by
revising paragraphs (d)(4) and (5), (d)(6)
introductory text, and (d)(6)(i) through
(iii) to read as follows:

~0.05% (505)_, ~0.05* (325)
Supervisory duration = max {e e = , 0.04}

§324.133 Cleared transactions.

* * * * *

(d) E

(4) Capital requirement for default
fund contributions to a QCCP. A
clearing member FDIC-supervised
institution’s capital requirement for its
default fund contribution to a QCCP
(Kcm) is equal to:
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Ken = max{Kecep * (

Where:

pFbref

gppref

DFccp+DFccpey

); 0.16 percent * DFpTef}

Kccp is the hypothetical capital requirement of the QCCP, as determined under

paragraph (d)(5) of this section;

DFP7¢f is the prefunded default fund contribution of the clearing member FDIC-

supervised institution to the QCCP;

DF¢cp 1s the QCCP’s own prefunded amount that are contributed to the default

waterfall and are junior or pari passu with prefunded default fund contributions of clearing

members of the QCCP; and

DFCpCrpeg v 1s the total prefunded default fund contributions from clearing members of

the QCCP to the QCCP.

(5) Hypothetical capital requirement
of a QCCP. Where a QCCP has provided
its Kccp, an FDIC-supervised institution
must rely on such disclosed figure
instead of calculating Kccp under this
paragraph (d)(5), unless the FDIC-
supervised institution determines that a
more conservative figure is appropriate
based on the nature, structure, or
characteristics of the QCCP. The
hypothetical capital requirement of a
QCCP (Kccp), as determined by the
FDIC-supervised institution, is equal to:

Kcep =Zcmi EAD; * 1.6 percent

Where:

cwmi is each clearing member of the QCCP; and

EAD; is the exposure amount of the QCCP to
each clearing member of the QCCP, as
determined under paragraph (d)(6) of
this section.

(6) EAD of a QCCP to a clearing
member. (i) The EAD of a QCCP to a
clearing member is equal to the sum of
the EAD for derivative contracts
determined under paragraph (d)(6)(ii) of
this section and the EAD for repo-style
transactions determined under
paragraph (d)(6)(iii) of this section.

(ii) With respect to any derivative
contracts between the QCCP and the
clearing member that are cleared
transactions and any guarantees that the
clearing member has provided to the
QCCP with respect to performance of a
clearing member client on a derivative

contract, the EAD is equal to the
exposure amount of the QCCP to the
clearing member for all such derivative
contracts and guarantees of derivative
contracts calculated under SA-CCR in
§324.132(c) (or, with respect to a QCCP
located outside the United States, under
a substantially identical methodology in
effect in the jurisdiction) using a value
of 10 business days for purposes of
§324.132(c)(9)(iv); less the value of all
collateral held by the QCCP posted by
the clearing member or a client of the
clearing member in connection with a
derivative contract for which the
clearing member has provided a
guarantee to the QCCP and the amount
of the prefunded default fund
contribution of the clearing member to
the QCCP.

(iii) With respect to any repo-style
transactions between the QCCP and a
clearing member that are cleared
transactions, EAD is equal to:

EAD; = max{ EBRM,— IM;— DF;,0}
Where:

EBRM,; is the exposure amount of the QCCP
to each clearing member for all repo-
style transactions between the QCCP and
the clearing member, as determined
under § 324.132(b)(2) and without
recognition of the initial margin
collateral posted by the clearing member
to the QCCP with respect to the repo-
style transactions or the prefunded

default fund contribution of the clearing
member institution to the QCCP;

IM; is the initial margin collateral posted by
each clearing member to the QCCP with
respect to the repo-style transactions;
and

DF; is the prefunded default fund
contribution of each clearing member to
the QCCP that is not already deducted in
paragraph (d)(6)(ii) of this section.

* * * * *

Brian P. Brooks,
Acting Comptroller of the Currency.
By order of the Board of Governors of the
Federal Reserve System.
Margaret McCloskey Shanks,
Deputy Secretary of the Board.

Federal Deposit Insurance Corporation.

Dated at Washington, DC, on or about July
31, 2020.

James P. Sheesley,

Acting Assistant Secretary.

[FR Doc. 2020-17744 Filed 9-16—20; 8:45 am]
BILLING CODE 4810-33-P; 6210-01-P; 6714-01-P
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DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2019-0560; Product
Identifier 2018-CE-056—AD; Amendment
39-21255; AD No. 2020-19-12]

RIN 2120-AA64

Airworthiness Directives; Glasflugel

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: The FAA is superseding
Airworthiness Directive (AD) 2018—21—
04 for Glasflugel Models Club Libelle
205, H 301 “Libelle,” H 301B “Libelle,”
Kestrel, Mosquito, Standard ‘‘Libelle,”
and Standard Libelle-201B gliders. This
AD results from mandatory continuing
airworthiness information (MCAI)
originated by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as jamming between the
double two-ring end of the towing cable
and the deflector angles of the center of
gravity (C.G.) release mechanism. The
FAA is issuing this AD to address the
unsafe condition on these products.

DATES: This AD is effective October 22,
2020.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in this AD
as of November 13, 2018 (83 FR 53573,
October 24, 2018).

ADDRESSES: For service information
identified in this final rule, contact
Glasfaser Flugzeug-Service GmbH,
Hansjorg Streifeneder, Hofener Weg 61,
72582 Grabenstetten, Germany;
telephone: +49 (0)7382/1032; fax: +49
(0)7382/1629; email: info@streifly.de;
internet: https://www.streifly.de/
kontakt-e.htm. You may review this
referenced service information at the
FAA, Airworthiness Products Section,
Operational Safety Branch, 901 Locust,
Kansas City, Missouri 64106. For
information on the availability of this
material at the FAA, call (816) 329—
4148. It is also available on the internet
at https://www.regulations.gov by
searching for and locating Docket No.
FAA-2019-0560.

Examining the AD Docket

You may examine the AD docket on
the internet at https://
www.regulations.gov by searching for
and locating Docket No. FAA-2019—
0560; or in person at Docket Operations
between 9 a.m. and 5 p.m., Monday

through Friday, except Federal holidays.
The AD docket contains this final rule,
the regulatory evaluation, any
comments received, and other
information. The address for Docket
Operations is Docket Operations, U.S.
Department of Transportation, Docket
Operations, M—30, West Building
Ground Floor, Room W12-140, 1200
New Jersey Avenue SE, Washington, DC
20590.

FOR FURTHER INFORMATION CONTACT: Jim
Rutherford, Aerospace Engineer, FAA,
General Aviation & Rotorcraft Section,
International Validation Branch, 901
Locust, Room 301, Kansas City,
Missouri 64106; telephone: (816) 329—
4165; fax: (816) 329—4090; email:
jim.rutherford@faa.gov.

SUPPLEMENTARY INFORMATION:
Discussion

The FAA issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 by removing AD 2018-21-04,
Amendment 39-19462 (83 FR 53573,
October 24, 2018) (““AD 2018-21-04"")
and adding a new AD. AD 2018-21-04
applied to Glasflugel Models Club
Libelle 205, H 301 “Libelle,” H 301B
“Libelle,” Kestrel, Mosquito, Standard
“Libelle,” and Standard Libelle-201B
gliders and required inspecting the
distance between the deflector-angles of
the C.G. release mechanism and revising
the operations section of the sailplane
flight manual (SFM) before the next
winch launch. The NPRM published in
the Federal Register on August 5, 2019
(84 FR 37974).

AD 2018-21-04 was based on MCAI
originated by the European Aviation
Safety Agency (EASA), which is the
Technical Agent for the Member States
of the European Community. EASA
issued Emergency AD No. 2018-0143-E,
dated July 6, 2018 (referred to after this
as ‘“‘the MCAI”), to correct an unsafe
condition for the specified products.
The MCAI states:

Jamming between the double two ring end
of the towing cable and the deflector angles
of the C.G. release mechanism was reported.
Subsequent investigation identified incorrect
geometry of the deflector angles of the
affected part as likely cause of the jamming.

This condition, if not detected and
corrected, could lead to failure to disconnect
the towing cable, possibly resulting in
reduced or loss of control of the sailplane.

To address this potential unsafe condition,
Glasfaser Flugzeug-Service GmbH issued the
TN [Technical Note] to provide inspection
instructions and corrective action.

For the reasons described above, this
[EASA] AD requires repetitive inspections of
the affected part, and, depending on findings,
accomplishment of applicable corrective
action(s). This [EASA] AD also requires

amendment of the sailplane Aircraft Flight
Manual (AFM).

You may examine the MCAI on the
internet at https://www.regulations.gov
by searching for and locating Docket No.
FAA-2019-0560.

The FAA issued AD 2018-21-04 as an
interim action to address the immediate
need for the initial inspection of the
distance between the deflector-angles of
the C.G. release mechanism, any
necessary corrective action, and the
revision of the flying operations section
of the SFM. In the NPRM, the FAA
proposed to supersede AD 2018-21-04
to address the long-term need to repeat
the inspection of the C.G. release
mechanism for the distance between the
deflector-angles at intervals not to
exceed 12 months.

Comments

The FAA gave the public the
opportunity to participate in developing
this final rule. No comments were
received on the NPRM or on the
determination of the cost to the public.

Conclusion

The FAA reviewed the relevant data
and determined that air safety and the
public interest require adopting this
final rule as proposed.

Related Service Information Under 1
CFR Part 51

The FAA reviewed Glasfaser-
Flugzeug-Service GmbH Technical Note
No. 5-2018, dated June 25, 2018, which
is incorporated by reference in AD
2018-21-04. The service information
provides instructions for measuring the
distance between the deflector-angles at
the C.G. release and modifying the
deflector-angles if necessary. This
service information is reasonably
available because the interested parties
have access to it through their normal
course of business or by the means
identified in the ADDRESSES section.

Costs of Compliance

The FAA estimates that this AD will
affect 177 products of U.S. registry. The
FAA also estimates that it would take
about 1 work-hour per product to
comply with the inspection
requirements and revision of the flying
operations section of the sailplane flight
manual of this AD. The average labor
rate is $85 per work-hour.

Based on these figures, the FAA
estimates the cost of this AD on U.S.
operators to be $15,045, or $85 per
product, per inspection cycle.

The FAA estimates that any
modification of the deflector-angles that
may be necessary as a result of the
inspection would take about 4 work-
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hours and require parts costing $100, for
a cost of $440 per product. The FAA has
no way of determining the number of
products that may need these actions.

This AD retains the actions of AD
2018-21-04. The estimated costs of the
initial inspection, any necessary
modification, and revision of the flying
operations section of the SFM remain
the same as AD 2018-21-04 and do not
impose an additional burden beyond the
cost of repeating the inspection every 12
months.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
section 106, describes the authority of
the FAA Administrator. Subtitle VII:
Aviation Programs, describes in more
detail the scope of the Agency’s
authority.

The FAA is issuing this rulemaking
under the authority described in
Subtitle VII, Part A, Subpart III, Section
44701: General requirements. Under
that section, Congress charges the FAA
with promoting safe flight of civil
aircraft in air commerce by prescribing
regulations for practices, methods, and
procedures the Administrator finds
necessary for safety in air commerce.
This regulation is within the scope of
that authority because it addresses an
unsafe condition that is likely to exist or
develop on products identified in this
rulemaking action.

Regulatory Findings

This AD will not have federalism
implications under Executive Order
13132. This AD will not have a
substantial direct effect 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.

For the reasons discussed above, I
certify that this AD:

(1) Is not a “significant regulatory
action” under Executive Order 12866,

(2) Will not affect intrastate aviation
in Alaska, and

(3) Will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

Accordingly, under the authority
delegated to me by the Administrator,

the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

m 2. The FAA amends § 39.13 by:

m a. Removing Airworthiness Directive
(AD) 2018—-21-04, Amendment 39—
19462 (83 FR 53573, October 24, 2018);
and

m b. Adding the following new AD:

2020-19-12 Glasflugel: Amendment 39—
21255; Docket No. FAA-2019-0560;
Product Identifier 2018—-CE-056—AD.

(a) Effective Date
This AD is effective October 22, 2020.

(b) Affected ADs

This AD replaces AD 2018-21-04,
Amendment 39-19462 (83 FR 53573, October
24,2018) (“AD 2018-21-04").

(c) Applicability

This AD applies to Glasflugel Models Club
Libelle 205, H 301 “Libelle,” H 301B
“Libelle,” Kestrel, Mosquito, Standard
“Libelle,” and Standard Libelle-201B gliders,

certificated in any category, with a center of
gravity (C.G.) tow release installed.

(d) Subject

Air Transport Association of America
(ATA) Code 25: Equipment/Furnishing.

(e) Reason

This AD was prompted by mandatory
continuing airworthiness information (MCAI)
issued by the aviation authority of another
country to identify and correct an unsafe
condition on an aviation product. The MCAI
describes the unsafe condition as jamming
between the double two-ring end of the
towing cable and the deflector angles of the
C.G. release mechanism. The FAA is issuing
this AD to prevent failure of the towing cable
to disconnect, which could result in reduced
or loss of control of the glider or the cable
breaking and causing injury to people on the
ground.

(f) Actions and Compliance

Unless already done, do the following
actions in paragraphs (f)(1) through (3) of this
AD.

(1) Before the next winch launch after
November 13, 2018 (the effective date of AD
2018-21-04) and then within 30 days after
the effective date of this AD or 12 months
after the initial inspection, whichever occurs
later, and thereafter at intervals not to exceed
12 months, inspect the distance between the
deflector-angles by following paragraph 1 in
the Actions section of Glasfaser-Flugzeug-
Service GmbH Technical Note No. 5-2018,
dated June 25, 2018.

(2) If the distance is less than 36 mm
during any inspection required in paragraph
()(1) of this AD, before the next winch

launch, do the corrective action in paragraph
2 in the Actions section of Glasfaser-
Flugzeug-Service GmbH Technical Note No.
5-2018, dated June 25, 2018.

(3) Before the next winch launch after
November 13, 2018 (the effective date of AD
2018-21-04), revise the flying operations
section of the sailplane flight manual by
inserting the text in paragraph (f)(3)(i) of this
AD into the winch tow section.

(i) Winch launching is permissible only
with a connecting ring pair that conforms to
aeronautical standard LN 65091.

(ii) This action may be done by the owner/
operator (pilot) holding at least a private pilot
certificate and must be entered into the
aircraft records showing compliance with
this AD by following 14 CFR 43.9 (a)(1)
through (4) and 14 CFR 91.417(a)(2)(v). The
record must be maintained as required by 14
CFR 91.417, 121.380, or 135.439.

(g) Alternative Methods of Compliance

The Manager, International Validation
Branch, FAA, has the authority to approve
AMOC:s for this AD, if requested using the
procedures found in 14 CFR 39.19. Send
information to Jim Rutherford, Aerospace
Engineer, FAA, General Aviation &
Rotorcraft, International Validation Branch,
901 Locust, Room 301, Kansas City, Missouri
64106; telephone: (816) 329—4165; fax: (816)
329-4090; email: jim.rutherford@faa.gov.
Before using any approved AMOC on any
airplane to which the AMOC applies, notify
your appropriate principal inspector (PI) in
the FAA Flight Standards District Office
(FSDO), or lacking a PI, your local FSDO.

(h) Related Information

Refer to MCAI EASA AD 2018-0143-E,
dated July 6, 2018 for related information.
You may examine the MCAI on the internet
at https://www.regulations.gov by searching
for and locating Docket No. FAA-2019-0560.

(i) Material Incorporated by Reference

(1) The Director of the Federal Register
approved the incorporation by reference
(IBR) of the service information listed in this
paragraph under 5 U.S.C. 552(a) and 1 CFR
part 51.

(2) You must use this service information
as applicable to do the actions required by
this AD, unless the AD specifies otherwise.

(3) The following service information was
approved for IBR on November 13, 2018 (83
FR 53573, October 24, 2018).

(i) Glasfaser-Flugzeug-Service GmbH
Technical Note No. 5-2018, dated June 25,
2018.

(ii) [Reserved]

(4) For service information identified in
this AD, contact Glasfaser Flugzeug-Service
GmbH, Hansjorg Streifeneder, Hofener Weg
61, 72582 Grabenstetten, Germany; phone:
+49 (0)7382/1032; fax: +49 (0)7382/1629;
email: info@streifly.de; internet: https://
www.streifly.de/kontakt-e.htm.

(5) You may view this service information
at the FAA, Airworthiness Products Section,
Operational Safety Branch, 901 Locust,
Kansas City, Missouri 64106. For information
on the availability of this material at the
FAA, call 816—329-4148. In addition, you
can access this service information on the
internet at https://www.regulations.gov by
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searching for and locating Docket No. FAA—
2019-0560.

(6) You may view this service information
that is incorporated by reference at the
National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA,
email fedreg.legal@nara.gov, or go to: https://
www.archives.gov/federal-register/cfr/ibr-
locations.html.

Issued on September 10, 2020.

Gaetano A. Sciortino,

Deputy Director for Strategic Initiatives,
Compliance & Airworthiness Division,
Aircraft Certification Service.

[FR Doc. 2020-20439 Filed 9-16—20; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF DEFENSE
Office of the Secretary

32 CFR Part 105
[Docket ID: DoD—-2019—-0S-0084]
RIN 0790-AK82

Sexual Assault Prevention and
Response Program Procedures

AGENCY: Office of the Secretary, DoD.
ACTION: Final rule.

SUMMARY: This final rule removes the
Department of Defense’s (DoD’s)
duplicative regulation concerning the
Sexual Assault Prevention and
Response Program (SAPR) Procedures.
On July 15, 2020, DoD published a
single revised DoD-level SAPR Program
rule, which finalized two previously
published interim final rules. The
revision deleted all guidance internal to
DoD and incorporated from this part
those policy provisions directly
affecting DoD’s obligations to provide
sexual assault prevention and response
(SAPR) services to certain members of
the public who are adult victims of
sexual assault. Therefore, this part is
now unnecessary and may be removed
from the CFR.

DATES: This rule is effective on
September 17, 2020.

FOR FURTHER INFORMATION CONTACT:
Diana Rangoussis, Senior Policy
Advisor, Sexual Assault Prevention and
Response Office (SAPRO), (571)372—
2648.

SUPPLEMENTARY INFORMATION: DoD now
has a single sexual assault prevention
and response (SAPR) rule at 32 CFR part
103 (85 FR 42707-42724) that
incorporates those policy provisions
from 32 CFR part 105 that directly affect
DoD’s obligations to provide SAPR
services to certain members of the
public who are adult victims of sexual

assault. 32 CFR 103 will be the only part
that outlines the Department’s
obligations to provide SAPR services to
certain members of the public. The
content of 32 CFR part 105, “Sexual
Assault Prevention and Response
Program Procedures,” last updated on
September 27, 2016 (81 FR 66427), is no
longer required and can be removed.

It has been determined that
publication of this CFR part removal for
public comment is impracticable,
unnecessary, and contrary to public
interest since it is based on the removal
of policies and procedures that are now
reflected in another CFR part, 32 CFR
part 103, or are publicly available on the
Department’s website. The Department’s
internal policies and procedures are
published in DoD Directive 6495.01,
“Sexual Assault Prevention and
Response (SAPR) Program” (last
updated April 11, 2017, and available at
http://www.esd.whs.mil/Portals/54/
Documents/DD/issuances/dodd/
649501p.pdf), and DoD Instruction
6495.02, “Sexual Assault Prevention
and Response (SAPR) Program
Procedures,” (last updated May 24,
2017, and available at http://
www.esd.whs.mil/Portals/54/
Documents/DD/issuances/dodi/
649502p.pdf).

This rule is not significant under
Executive Order (E.O.) 12866,
“Regulatory Planning and Review.”
Therefore, E.O. 13771, “Reducing
Regulation and Controlling Regulatory
Costs,” does not apply.

List of Subjects in 32 CFR Part 105

Crime, Health, Military personnel,
Reporting and recordkeeping
requirements.

PART 105—[REMOVED]

m Accordingly, by the authority of 5

U.S.C. 301, 32 CFR part 105 is removed.
Dated: August 17, 2020.

Aaron T. Siegel,

Alternate OSD Federal Register Liaison
Officer, Department of Defense.

[FR Doc. 2020-18338 Filed 9-16-20; 8:45 am]
BILLING CODE 5001-06-P

DEPARTMENT OF DEFENSE
Office of the Secretary

32 CFR Part 327
[Docket ID: DOD-2019-0S-0080]
RIN 0790-AK72

Defense Commissary Agency Privacy
Act Program

AGENCY: Defense Commissary Agency,
Defense Department (DoD).
ACTION: Final rule.

SUMMARY: This final rule removes DoD’s
regulation concerning the Defense
Commissary Agency Privacy Act
Program. On April 11, 2019, the
Department of Defense published a
revised DoD-level Privacy Program rule,
which implements the Privacy Act and
establishes an agency-wide privacy
program that serves as the single Privacy
Program rule for the Department. That
revised Privacy Program rule also
includes all DoD component exemption
rules. Therefore, this part is now
unnecessary and should be removed
from the CFR.

DATES: This rule is effective on
September 17, 2020.

FOR FURTHER INFORMATION CONTACT:
Ralph J. Tremaglio, Senior Agency
Official for Privacy at 804-734-8000,
Ext. 48116.

SUPPLEMENTARY INFORMATION: DoD now
has a single DoD-level Privacy Program
rule at 32 CFR part 310 (84 FR 14728)
that contains all the codified
information required for the
Department. The Defense Commissary
Agency Privacy Act Program regulation
at 32 CFR part 327, last updated on June
28, 2000 (65 FR 39806), is no longer
required and can be removed.

It has been determined that
publication of this CFR part removal for
public comment is impracticable,
unnecessary, and contrary to public
interest since it is based on the removal
of policies and procedures that are
either now reflected in another CFR
part, 32 CFR part 310, or are publicly
available on the Department’s website.
The Defense Commissary Agency will
publish any future internal policy
implementing the Privacy Act in DeCA
Directive 80-21, “Defense Commissary
Agency Privacy Program,” April 15,
2010 (available at https://
onenet.commissaries.com/documents/
browse-documents?documenttype=57).

This rule is one of 20 separate DoD
Component Privacy rules. With the
finalization of the DoD-level Privacy
rule at 32 CFR part 310, the Department
is eliminating separate component
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Privacy Act programs and reducing
costs to the public as explained in the
preamble of the DoD-level Privacy rule
published at 84 FR 14728.

This rule is not significant under
Executive Order (E.O.) 12866,
“Regulatory Planning and Review.”
Therefore, E.O. 13771, “Reducing
Regulation and Controlling Regulatory
Costs,” does not apply.

List of Subjects in 32 CFR Part 327
Privacy.

PART 327—[REMOVED]

m Accordingly, by the authority of 5

U.S.C. 301, 32 CFR part 327 is removed.
Dated: August 19, 2020.

Aaron T. Siegel,

Alternate OSD Federal Register Liaison
Officer, Department of Defense.

[FR Doc. 2020-18522 Filed 9-16—20; 8:45 am]
BILLING CODE 5001-06-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 9 and 721

[EPA-HQ-OPPT-2019-0596; FRL—10013—
34]

RIN 2070-AB27

Significant New Use Rules on Certain
Chemical Substances (20-1.5e)

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: EPA is issuing significant new
use rules (SNURs) under the Toxic
Substances Control Act (TSCA) for
chemical substances that were the
subject of premanufacture notices
(PMNs) and are subject to Orders issued
by EPA pursuant to TSCA. This action
requires persons to notify EPA at least
90 days before commencing
manufacture (defined by statute to
include import) or processing of any of
these chemical substances for an
activity that is designated as a
significant new use by this rule. The
required notification initiates EPA’s
evaluation of the chemical under the
conditions of use within the applicable
review period. Persons may not
commence manufacture or processing
for the significant new use until EPA
has conducted a review of the notice,
made an appropriate determination on
the notice, and has taken such actions
as are required as a result of that
determination.

DATES: This rule is effective on
November 16, 2020. For purposes of

judicial review, this rule shall be
promulgated at 1 p.m. (EST) on October
1, 2020.

FOR FURTHER INFORMATION CONTACT: For
technical information contact: William
Wysong, Chemical Control Division
(7405M), Office of Pollution Prevention
and Toxics, Environmental Protection
Agency, 1200 Pennsylvania Ave. NW,
Washington, DC 20460—0001; telephone
number: (202) 564—4163; email address:
wysong.william@epa.gov.

For general information contact: The
TSCA-Hotline, ABVI-Goodwill, 422
South Clinton Ave., Rochester, NY
14620; telephone number: (202) 554—
1404; email address: TSCA-Hotline@
epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information

A. Does this action apply to me?

You may be potentially affected by
this action if you manufacture, process,
or use the chemical substances
contained in this rule. The following list
of North American Industrial
Classification System (NAICS) codes is
not intended to be exhaustive, but rather
provides a guide to help readers
determine whether this document
applies to them. Potentially affected
entities may include:

e Manufacturers or processors of one
or more subject chemical substances
(NAICS codes 325 and 324110), e.g.,
chemical manufacturing and petroleum
refineries.

This action may also affect certain
entities through pre-existing import
certification and export notification
rules under TSCA. Chemical importers
are subject to the TSCA section 13 (15
U.S.C. 2612) import provisions
promulgated at 19 CFR 12.118 through
12.127 and 19 CFR 127.28. Chemical
importers must certify that the shipment
of the chemical substance complies with
all applicable rules and orders under
TSCA, which would include the SNUR
requirements. The EPA policy in
support of import certification appears
at 40 CFR part 707, subpart B. In
addition, any persons who export or
intend to export a chemical substance
that is the subject of this rule are subject
to the export notification provisions of
TSCA section 12(b) (15 U.S.C. 2611(b))
(see 40 CFR 721.20), and must comply
with the export notification
requirements in 40 CFR part 707,
subpart D.

B. How can I access the docket?

The docket includes information
considered by the Agency in developing
the proposed and final rules. The docket
for this action, identified by docket

identification (ID) number EPA-HQ-
OPPT-2019-0596, is available at http://
www.regulations.gov or at the Office of
Pollution Prevention and Toxics Docket
(OPPT Docket), Environmental
Protection Agency Docket Center (EPA/
DC), West William Jefferson Clinton
Bldg., Rm. 3334, 1301 Constitution Ave.
NW, Washington, DC. The Public
Reading Room is open from 8:30 a.m. to
4:30 p.m., Monday through Friday,
excluding legal holidays. The telephone
number for the Public Reading Room is
(202) 566—1744, and the telephone
number for the OPPT Docket is (202)
566-0280.

Due to the public health concerns
related to COVID-19, the EPA Docket
Center (EPA/DC) and Reading Room is
closed to visitors with limited
exceptions. The staff continues to
provide remote customer service via
email, phone, and webform. For the
latest status information on EPA/DC
services and docket access, visit https://
www.epa.gov/dockets.

II. Background
A. What action is the Agency taking?

EPA is finalizing SNURs under TSCA
section 5(a)(2) (15 U.S.C. 2604(a)(2)) for
chemical substances which were the
subject of PMNs P-14-865, P-15-54, P-
16-583, P-17-193, P-17-221, P-17-282, P-
17-334, P-17-386, P-18-12, P-18-18, P-
18-42, P-18-52, P-18-53, P-18-62, P-18-
74, P-18-75, P-18-160, P-18-237, P-18-
287, P-18-292, P-19-51, P-19-55, and P-
19-159.

Previously, in the Federal Register of
May 4, 2020 (85 FR 26419) (FRL—10007—
65), EPA proposed SNURs for these
chemical substances and established the
record for these SNURs in the docket
under docket ID number EPA-HQ-
OPPT-2019-0596. That docket includes
information considered by the Agency
in developing the proposed and final
rules, including public comments and
EPA’s responses to the public comments
received.

B. What is the Agency’s authority for
taking this action?

TSCA section 5(a)(2) (15 U.S.C.
2604(a)(2)) authorizes EPA to determine
that a use of a chemical substance is a
“significant new use.” EPA must make
this determination by rule after
considering all relevant factors,
including the four bulleted TSCA
section 5(a)(2) factors listed in Unit III.

C. Applicability of General Provisions

General provisions for SNURs appear
in 40 CFR part 721, subpart A. These
provisions describe persons subject to
the rule, recordkeeping requirements,
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exemptions to reporting requirements,
and applicability of the rule to uses
occurring before the effective date of the
rule. Provisions relating to user fees
appear at 40 CFR part 700. Pursuant to
40 CFR 721.1(c), persons subject to
these SNURs must comply with the
significant new use notice (SNUN)
requirements and EPA regulatory
procedures as submitters of PMNs under
TSCA section 5(a)(1)(A). In particular,
these requirements include the
information submission requirements of
TSCA sections 5(b) and 5(d)(1), the
exemptions authorized by TSCA
sections 5(h)(1), (h)(2), (h)(3), and (h)(5),
and the regulations at 40 CFR part 720.
Once EPA receives a SNUN and before
the manufacture or processing for the
significant new use can commence, EPA
must either determine that the
significant new use is not likely to
present an unreasonable risk of injury or
take such regulatory action as is
associated with an alternative
determination. If EPA determines that
the significant new use is not likely to
present an unreasonable risk, EPA is
required under TSCA section 5(g) to
make public, and submit for publication
in the Federal Register, a statement of
EPA’s findings.

III. Significant New Use Determination

When the Agency issues an order
under TSCA section 5(e), section 5(f)(4)
requires that the Agency consider
whether to promulgate a SNUR for any
use not conforming to the restrictions of
the TSCA Order or publish a statement
describing the reasons for not initiating
the rulemaking. TSCA section 5(a)(2)
states that EPA’s determination that a
use of a chemical substance is a
significant new use must be made after
consideration of all relevant factors,
including:

¢ The projected volume of
manufacturing and processing of a
chemical substance.

¢ The extent to which a use changes
the type or form of exposure of human
beings or the environment to a chemical
substance.

e The extent to which a use increases
the magnitude and duration of exposure
of human beings or the environment to
a chemical substance.

e The reasonably anticipated manner
and methods of manufacturing,
processing, distribution in commerce,
and disposal of a chemical substance.

In determining what would constitute
a significant new use for the chemical
substances that are the subject of these
SNURs, EPA considered relevant
information about the toxicity of the
chemical substances, and potential
human exposures and environmental

releases that may be associated with
possible uses of these chemical
substances, in the context of the four
bulleted TSCA section 5(a)(2) factors
listed in this unit.

IV. Public Comments on Proposed Rule
and EPA Responses

EPA received five comments on the
proposed rule: Three from identifying
entities and two that were anonymous.
The Agency’s responses are presented in
the Response to Public Comments
document that is available in the docket
for this rule. EPA made no changes to
the rule provisions based on these
comments.

V. Substances Subject to This Rule

EPA is establishing significant new
use and recordkeeping requirements for
chemical substances in 40 CFR part 721,
subpart E. In Unit IV. of the proposed
SNUR, EPA provided the following
information for each chemical
substance:

e PMN number.

e Chemical name (generic name, if
the specific name is claimed as
confidential business information
(CBI)).

e Chemical Abstracts Service (CAS)
Registry number (if assigned for non-
confidential chemical identities).

o Effective date of and basis for the
TSCA Order.

¢ Potentially Useful Information. This
is information identified by EPA that
would help characterize the potential
health and/or environmental effects of
the chemical substances if a
manufacturer or processor is
considering submitting a SNUN for a
significant new use designated by the
SNUR.

e CFR citation assigned in the
regulatory text section of these rules.

The regulatory text section of these
rules specifies the activities designated
as significant new uses. Certain new
uses, including production volume
limits and other uses designated in the
rules, may be claimed as CBL

These final rules include PMN
substances that are subject to orders
issued under TSCA section 5(e)(1)(A), as
required by the determinations made
under TSCA section 5(a)(3)(B). Those
TSCA Orders require protective
measures to limit exposures or
otherwise mitigate the potential
unreasonable risk. The final SNURs
identify as significant new uses any
manufacturing, processing, use,
distribution in commerce, or disposal
that does not conform to the restrictions
imposed by the underlying TSCA
Orders, consistent with TSCA section

5()(4).

Where EPA determined that the PMN
substance may present an unreasonable
risk of injury to human health via
inhalation exposure, the underlying
TSCA Order usually requires that
potentially exposed employees wear
specified respirators unless actual
measurements of the workplace air
show that air-borne concentrations of
the PMN substance are below a New
Chemical Exposure Limit (NCEL). The
comprehensive NCELs provisions in
TSCA Orders include requirements
addressing performance criteria for
sampling and analytical methods,
periodic monitoring, respiratory
protection, and recordkeeping. No
comparable NCEL provisions currently
exist in 40 CFR part 721, subpart B, for
SNURs. Therefore, for these cases, the
individual SNURs in 40 CFR part 721,
subpart E, will state that persons subject
to the SNUR who wish to pursue NCELs
as an alternative to the 40 CFR 721.63
respirator requirements may request to
do so under 40 CFR 721.30. EPA expects
that persons whose 40 CFR 721.30
requests to use the NCELs approach for
SNURs that are approved by EPA will
be required to comply with NCELs
provisions that are comparable to those
contained in the corresponding TSCA
Order.

VI. Rationale and Objectives of the Rule
A. Rationale

During review of the PMNs submitted
for the chemical substances that are
subject to these SNURs and as further
discussed in Unit IV. of the proposed
rule, EPA concluded that regulation was
warranted under TSCA section 5(e),
pending the development of information
sufficient to make reasoned evaluations
of the health or environmental effects of
the chemical substances. Based on such
findings, TSCA Orders requiring the use
of appropriate exposure controls were
negotiated with the PMN submitters. As
a general matter, EPA believes it is
necessary to follow TSCA Orders with
a SNUR that identifies the absence of
those protective measures as significant
new uses to ensure that all
manufacturers and processors—not just
the original submitter—are held to the
same standard.

B. Objectives

EPA is issuing these SNURs because
the Agency wants to:

e Receive notice of any person’s
intent to manufacture or process a listed
chemical substance for the described
significant new use before that activity
begins;

¢ Have an opportunity to review and
evaluate data submitted in a SNUN
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before the notice submitter begins
manufacturing or processing a listed
chemical substance for the described
significant new use; and

¢ Be obligated to make a
determination under TSCA section
5(a)(3) regarding the use described in
the SNUN, under the conditions of use.
The Agency will either determine under
TSCA section 5(a)(3)(C) that the
significant new use is not likely to
present an unreasonable risk, including
an unreasonable risk to a potentially
exposed or susceptible subpopulation
identified as relevant by the
Administrator under the conditions of
use, or make a determination under
section TSCA 5(a)(3)(A) or (B) and take
the required regulatory action associated
with the determination, before
manufacture or processing for the
significant new use of the chemical
substance can occur.

Issuance of a SNUR for a chemical
substance does not signify that the
chemical substance is listed on the
TSCA Chemical Substance Inventory
(TSCA Inventory). Guidance on how to
determine if a chemical substance is on
the TSCA Inventory is available on the
internet at https://www.epa.gov/tsca-
inventory.

VII. Applicability of the Significant
New Use Designation

To establish a significant new use,
EPA must determine that the use is not
ongoing. The chemical substances
subject to this rule have undergone
premanufacture review. In cases where
EPA has not received a notice of
commencement (NOC) and the chemical
substance has not been added to the
TSCA Inventory, no person may
commence such activities without first
submitting a PMN. Therefore, for
chemical substances for which an NOC
has not been submitted, EPA concludes
that the designated significant new uses
are not ongoing.

When chemical substances identified
in this rule are added to the TSCA
Inventory, EPA recognizes that, before
the rule is effective, other persons might
engage in a use that has been identified
as a significant new use. However,
TSCA Orders have been issued for all
the chemical substances that are the
subject of this rule, and the PMN
submitters are prohibited by the TSCA
Orders from undertaking activities
which will be designated as significant
new uses. The identities of 18 of the 24
chemical substances subject to this rule
have been claimed as confidential (per
40 CFR 720.85). Based on this, the
Agency believes that it is highly
unlikely that any of the significant new

uses described in the regulatory text of
this rule are ongoing.

Furthermore, EPA designated May 4,
2020 (the date of public release of the
proposed rule) as the cutoff date for
determining whether the new use is
ongoing. The objective of EPA’s
approach has been to ensure that a
person could not defeat a SNUR by
initiating a significant new use before
the effective date of the final rule.

In the unlikely event that a person
began commercial manufacture or
processing of the chemical substances
for a significant new use identified as of
that date, that person will have to cease
any such activity upon the effective date
of the final rule. To resume their
activities, that person would have to
first comply with all applicable SNUR
notification requirements and wait until
EPA has conducted a review of the
notice, made an appropriate
determination on the notice, and has
taken such actions as are required with
that determination.

VIII. Development and Submission of
Information

EPA recognizes that TSCA section 5
does not require development of any
particular new information (e.g.,
generating test data) before submission
of a SNUN. There is an exception: If a
person is required to submit information
for a chemical substance pursuant to a
rule, TSCA order or consent agreement
under TSCA section 4, then TSCA
section 5(b)(1)(A) requires such
information to be submitted to EPA at
the time of submission of the SNUN.

In the absence of a rule, TSCA order,
or consent agreement under TSCA
section 4 covering the chemical
substance, persons are required only to
submit information in their possession
or control and to describe any other
information known to or reasonably
ascertainable by them (see 40 CFR
720.50). However, upon review of PMNs
and SNUNSs, the Agency has the
authority to require appropriate testing.
Unit IV. of the proposed rule lists
potentially useful information for all
SNURs listed in this document.
Descriptions are provided for
informational purposes. The
information identified in Unit IV. of the
proposed rule will be potentially useful
to EPA’s evaluation in the event that
someone submits a SNUN for the
significant new use. Companies who are
considering submitting a SNUN are
encouraged, but not required, to develop
the information on the substance.

EPA strongly encourages persons,
before performing any testing, to consult
with the Agency. Furthermore, pursuant
to TSCA section 4(h), which pertains to

reduction of testing in vertebrate
animals, EPA encourages consultation
with the Agency on the use of
alternative test methods and strategies
(also called New Approach
Methodologies, or NAMs), if available,
to generate the recommended test data.
EPA encourages dialog with Agency
representatives to help determine how
best the submitter can meet both the
data needs and the objective of TSCA
section 4(h).

In some of the TSCA Orders for the
chemical substances identified in this
rule, EPA has established production
volume limits in view of the lack of data
on the potential health and
environmental risks that may be posed
by the significant new uses or increased
exposure to the chemical substances.
These limits cannot be exceeded unless
the PMN submitter first submits the
results of specified tests that would
permit a reasoned evaluation of the
potential risks posed by these chemical
substances. The SNURs contain the
same production volume limits as the
TSCA Orders. Exceeding these
production limits is defined as a
significant new use. Persons who intend
to exceed the production limit must
notify the Agency by submitting a
SNUN at least 90 days in advance of
commencement of non-exempt
commercial manufacture or processing.

Any request by EPA for the triggered
and pended testing described in the
TSCA Orders was made based on EPA’s
consideration of available screening-
level data, if any, as well as other
available information on appropriate
testing for the PMN substances. Further,
any such testing request on the part of
EPA that includes testing on vertebrates
was made after consideration of
available toxicity information,
computational toxicology and
bioinformatics, and high-throughput
screening methods and their prediction
models.

The potentially useful information
identified in Unit IV. of the proposed
rule may not be the only means of
addressing the potential risks of the
chemical substance associated with the
designated significant new uses.
However, submitting a SNUN without
any test data or other information may
increase the likelihood that EPA will
take action under TSCA sections 5(e) or
5(f). EPA recommends that potential
SNUN submitters contact EPA early
enough so that they will be able to
conduct the appropriate tests.

SNUN submitters should be aware
that EPA will be better able to evaluate
SNUN:Ss that provide detailed
information on the following:
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e Human exposure and
environmental release that may result
from the significant new use of the
chemical substances.

¢ Information on risks posed by the
chemical substances compared to risks
posed by potential substitutes.

IX. Procedural Determinations

By this rule, EPA is establishing
certain significant new uses which have
been claimed as CBI subject to Agency
confidentiality regulations at 40 CFR
part 2 and 40 CFR part 720, subpart E.
Absent a final determination or other
disposition of the confidentiality claim
under 40 CFR part 2 procedures, EPA is
required to keep this information
confidential. EPA promulgated a
procedure to deal with the situation
where a specific significant new use is
CBI, at 40 CFR 721.1725(b)(1).

Under these procedures, a
manufacturer or processor may request
EPA to determine whether a proposed
use would be a significant new use
under the rule. The manufacturer or
processor must show that it has a bona
fide intent to manufacture or process the
chemical substance and must identify
the specific use for which it intends to
manufacture or process the chemical
substance. If EPA concludes that the
person has shown a bona fide intent to
manufacture or process the chemical
substance, EPA will tell the person
whether the use identified in the bona
fide submission would be a significant
new use under the rule. Since most of
the chemical identities of the chemical
substances subject to these SNURs are
also CBI, manufacturers and processors
can combine the bona fide submission
under the procedure in 40 CFR
721.1725(b)(1) with that under 40 CFR
721.11 into a single step.

If EPA determines that the use
identified in the bona fide submission
would not be a significant new use, i.e.,
the use does not meet the criteria
specified in the rule for a significant
new use, that person can manufacture or
process the chemical substance so long
as the significant new use trigger is not
met. In the case of a production volume
trigger, this means that the aggregate
annual production volume does not
exceed that identified in the bona fide
submission to EPA. Because of
confidentiality concerns, EPA does not
typically disclose the actual production
volume that constitutes the use trigger.
Thus, if the person later intends to
exceed that volume, a new bona fide
submission would be necessary to
determine whether that higher volume
would be a significant new use.

X. SNUN Submissions

According to 40 CFR 721.1(c), persons
submitting a SNUN must comply with
the same notification requirements and
EPA regulatory procedures as persons
submitting a PMN, including
submission of test data on health and
environmental effects as described in 40
CFR 720.50. SNUNs must be submitted
on EPA Form No. 7710-25, generated
using e-PMN software, and submitted to
the Agency in accordance with the
procedures set forth in 40 CFR 720.40
and § 721.25. E-PMN software is
available electronically at https://
www.epa.gov/reviewing-new-chemicals-
under-toxic-substances-control-act-tsca.

XI. Economic Analysis

EPA has evaluated the potential costs
of establishing SNUN requirements for
potential manufacturers and processors
of the chemical substances subject to
this rule. EPA’s complete economic
analysis is available in the docket under
docket ID number EPA-HQ-OPPT—
2019-0596.

XII. Statutory and Executive Order
Reviews

Additional information about these
statutes and Executive Orders can be
found at https://www.epa.gov/laws-
regulations-and-executive-orders.

A. Executive Order 12866: Regulatory
Planning and Review and Executive
Order 13563: Improving Regulations
and Regulatory Review

This action establishes SNURs for
several new chemical substances that
were the subject of PMNs. The Office of
Management and Budget (OMB) has
exempted these types of actions from
review under Executive Orders 12866
(58 FR 51735, October 4, 1993) and
13563 (76 FR 3821, January 21, 2011).

B. Executive Order 13771: Reducing
Regulations and Controlling Regulatory
Costs

This action is not subject to Executive
Order 13771 (82 FR 9339, February 3,
2017), because this action is not a
significant regulatory action under
Executive Order 12866.

C. Paperwork Reduction Act (PRA)

According to PRA (44 U.S.C. 3501 et
seq.), an agency may not conduct or
sponsor, and a person is not required to
respond to a collection of information
that requires OMB approval under PRA,
unless it has been approved by OMB
and displays a currently valid OMB
control number. The information
collection requirements associated with
SNURs have already been approved by
OMB under the PRA under OMB control

number 2070-0012 (EPA ICR No. 574).
This rule does not impose any burden
requiring additional OMB approval.

The OMB control numbers for EPA’s
regulations in title 40 of the CFR, after
appearing in the Federal Register, are
listed in 40 CFR part 9, and included on
the related collection instrument or
form, if applicable. EPA is amending the
table in 40 CFR part 9 to list the OMB
approval number for the information
collection requirements contained in
this action. This listing of the OMB
control numbers and their subsequent
codification in the CFR satisfies the
display requirements of PRA and OMB’s
implementing regulations at 5 CFR part
1320. The Information Collection
Request (ICR) covering the SNUR
activities was previously subject to
public notice and comment prior to
OMB approval, and given the technical
nature of the table, EPA finds that
further notice and comment to amend it
is unnecessary. As a result, EPA finds
that there is “good cause’” under section
553(b)(3)(B) of the Administrative
Procedure Act (5 U.S.C. 553(b)(3)(B)) to
amend this table without further notice
and comment.

If an entity were to submit a SNUN to
the Agency, the annual burden is
estimated to average between 30 and
170 hours per response. This burden
estimate includes the time needed to
review instructions, search existing data
sources, gather and maintain the data
needed, and complete, review, and
submit the required SNUN. Send any
comments about the accuracy of the
burden estimate, and any suggested
methods for minimizing respondent
burden, including through the use of
automated collection techniques, to the
Director, Regulatory Support Division,
Office of Mission Support (2822T),
Environmental Protection Agency, 1200
Pennsylvania Ave. NW, Washington, DC
20460-0001. Please remember to
include the OMB control number in any
correspondence, but do not submit any
completed forms to this address.

D. Regulatory Flexibility Act (RFA)

Pursuant to the RFA section 605(b) (5
U.S.C. 601 et seq.), the Agency hereby
certifies that promulgation of these
SNURs would not have a significant
adverse economic impact on a
substantial number of small entities.
The requirement to submit a SNUN
applies to any person (including small
or large entities) who intends to engage
in any activity described in the final
rule as a “significant new use.”” Because
these uses are ‘“new,” based on all
information currently available to EPA,
EPA has concluded that no small or
large entities presently engage in such
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activities. A SNUR requires that any
person who intends to engage in such
activity in the future must first notify
EPA by submitting a SNUN. Although
some small entities may decide to
pursue a significant new use in the
future, EPA cannot presently determine
how many, if any, there may be.
However, EPA’s experience to date is
that, in response to the promulgation of
SNURs covering over 1,000 chemicals,
the Agency receives only a small
number of notices per year. For
example, EPA received 7 SNUNs in
Federal fiscal year (FY) 2013, 13 in
FY2014, 6 in FY2015, 10 in FY2016, 14
in FY2017, and 11 in FY2018 and only
a fraction of these were from small
businesses. In addition, the Agency
currently offers relief to qualifying small
businesses by reducing the SNUN
submission fee from $16,000 to $2,800.
This lower fee reduces the total
reporting and recordkeeping of cost of
submitting a SNUN to about $10,116 for
qualifying small firms. Therefore, the
potential economic impacts of
complying with this SNUR are not
expected to be significant or adversely
impact a substantial number of small
entities. In a SNUR that published in the
Federal Register of June 2, 1997 (62 FR
29684) (FRL-5597-1), the Agency
presented its general determination that
final SNURs are not expected to have a
significant economic impact on a
substantial number of small entities,
which was provided to the Chief
Counsel for Advocacy of the Small
Business Administration.

E. Unfunded Mandates Reform Act
(UMRA)

Based on EPA’s experience with
proposing and finalizing SNURs, State,
local, and Tribal governments have not
been impacted by these rulemakings,
and EPA does not have any reasons to
believe that any State, local, or Tribal
government will be impacted by this
action. As such, EPA has determined
that this action does not impose any
enforceable duty, contain any unfunded
mandate, or otherwise have any effect
on small governments subject to the
requirements of UMRA sections 202,
203, 204, or 205 (2 U.S.C. 1501 et seq.).

F. Executive Order 13132: Federalism

This action will not have a substantial
direct effect on 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 (64 FR 43255,
August 10, 1999).

G. Executive Order 13175: Consultation
and Coordination With Indian Tribe
Governments

This action does not have Tribal
implications because it is not expected
to have substantial direct effects on
Indian Tribes. This action does not
significantly nor uniquely affect the
communities of Indian Tribal
governments, nor does it involve or
impose any requirements that affect
Indian Tribes. Accordingly, the
requirements of Executive Order 13175
(65 FR 67249, November 9, 2000), do
not apply to this action.

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

This action is not subject to Executive
Order 13045 (62 FR 19885, April 23,
1997), because this is not an
economically significant regulatory
action as defined by Executive Order
12866, and this action does not address
environmental health or safety risks
disproportionately affecting children.
EPA interprets Executive Order 13045
as applying only to those regulatory
actions that concern environmental
health or safety risks that EPA has
reason to believe may
disproportionately affect children, per
the definition of “covered regulatory
action” in section 2—202 of the
Executive Order.

I. Executive Order 13211: Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use

This action is not subject to Executive
Order 13211 (66 FR 28355, May 22,
2001), because this action is not
expected to affect energy supply,
distribution, or use and because this
action is not a significant regulatory
action under Executive Order 12866.

J. National Technology Transfer and
Advancement Act (NTTAA)

This action does not involve any
technical standards subject to NTTAA
section 12(d) (15 U.S.C. 272 note).

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

This action does not entail special
considerations of environmental justice
related issues as delineated by
Executive Order 12898 (59 FR 7629,
February 16, 1994).

XIII. Congressional Review Act

This action is subject to the CRA (5
U.S.C. 801 et seq.), and EPA will submit
a rule report to each House of the

Congress and to the Comptroller General
of the United States. This action is not

a “major rule” as defined by 5 U.S.C.
804(2).

List of Subjects

40 CFR Part 9

Environmental protection, Reporting
and recordkeeping requirements.

40 CFR Part 721

Environmental protection, Chemicals,
Hazardous substances, Reporting and
recordkeeping requirements.

Dated: August 20, 2020.
Tala Henry,
Deputy Director, Office of Pollution
Prevention and Toxics.

Therefore, for the reasons stated in the
preamble, EPA amends 40 CFR parts 9
and 721 as follows:

PART 9—OMB APPROVALS UNDER
THE PAPERWORK REDUCTION ACT

m 1. The authority citation for part 9
continues to read as follows:

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, 3464, 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; E.O. 11735, 38 FR 21243, 3 CFR,
1971-1975 Comp. p. 973; 42 U.S.C. 241,
242b, 243, 246, 300f, 300g, 300g—1, 300g-2,
300g-3, 300g—4, 300g-5, 300g—6, 300j—1,
300j—2, 300j—3, 300j—4, 300j—9, 1857 et seq.,
6901-6992k, 7401-7671q, 7542, 9601-9657,
11023, 11048.

m 2.In § 9.1, amend the table by adding
entries for §§721.11466 through
721.11489 in numerical order under the
undesignated center heading
“Significant New Uses of Chemical
Substances” to read as follows:

§9.1 OMB approvals under the Paperwork
Reduction Act.

* * * * *

40 CFR citation OMB control No.

* * * * *

Significant New Uses of Chemical

Substances
721.11466 2070-0012
721.11467 2070-0012
721.11468 2070-0012
721.11469 2070-0012
721.11470 2070-0012
721.11471 2070-0012
721.11472 2070-0012
721.11473 2070-0012
721.11474 2070-0012
721.11475 2070-0012
721.11476 2070-0012
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40 CFR citation OMB control No.

721.11477 2070-0012
721.11478 2070-0012
721.11479 2070-0012
721.11480 2070-0012
721.11481 2070-0012
721.11482 2070-0012
721.11483 2070-0012
721.11484 2070-0012
721.11485 2070-0012
721.11486 2070-0012
721.11487 2070-0012
721.11488 2070-0012
721.11489 2070-0012
* * * * *

PART 721—SIGNIFICANT NEW USES
OF CHEMICAL SUBSTANCES

m 3. The authority citation for part 721
continues to read as follows:

Authority: 15 U.S.C. 2604, 2607, and
2625(c).

m 4. Add §§721.11466 through
721.11489 to subpart E to read as
follows:

Subpart E—Significant New Uses for
Specific Chemical Substances

Sec.

721.11466 Aromatic amide oxime (generic).

721.11467 Carbon nanotubes (generic).

721.11468 Aromatic hydrocarbon resin
(generic).

721.11469 Pentaerythritol ester of mixed
linear and branched carboxylic acids
(generic) (P-17-193, chemical A).

721.11470 Dipentaerythritol ester of mixed
linear and branched carboxylic acids
(generic) (P-17-193, chemical B).

721.11471 Alkylheterocyclic amine blocked
isocyanate, alkoxysilane polymer
(generic).

721.11472 Isocyanic acid,
polymethylenepolyphenylene ester,
caprolactam- and phenol-blocked.

721.11473 Benzamide, 2-(trifluoromethyl)-.

721.11474 Cashew, nutshell lig. polymer
with formaldehyde, phenol and
resorcinol.

721.11475 Polyester polyol (generic).

721.11476 Fluorinated acrylate, polymer
with alkyloxirane homopolymer
monoether with alkanediol mono(2-
methyl-2-propenoate), tert-Bu 2-
ethylhexaneperoxoate-initiated (generic).

721.11477 2,5-Furandione, polymer with 2-
ethyl-2-(hydroxymethyl)-1,3-
propanediol, 3a,4,5,6,7,7a-hexahydro-
4,7-methano-1H-inden-5(or 6)-yl ester,
ester with 2,3-dihydroxypropyl
neodecanoate, polymer with 5-
isocyanato-1-(isocyanatomethyl)-1,3,3-
trimethylcyclohexane, 2-hydroxyethyl
acrylate- and 2-hydroxyethyl
methacrylate-blocked.

721.11478 Perfluoroalkyl ethyl- and vinyl-
modified organopolysiloxane (generic).

721.11479 Perfluoroalkyl ethyl- and vinyl-
modified organopolysiloxane (generic).

721.11480 Oxirane, 2,2’-
[cyclohexylidenebis(4,1-
phenyleneoxymethylene)]bis-.

721.11481 Saturated fatty acid, reaction
products with cadmium zinc selenide
sulfide and polymeric amine (generic).

721.11482 Saturated fatty acid, reaction
products with cadmium zinc selenide
sulfide, alkylamine and polymeric amine
(generic).

721.11483 Heteropolycyclic, halo
substituted alkyl substituted- diaromatic
amino substituted carbomonocycle, halo
substituted alkyl substituted
heteropolycyclic, tetraaromatic metalloid
salt (1:1) (generic).

721.11484 Alkanediol, polymer with 5-
isocyanato-1-(isocyanatomethyl)-1,3,3-
trimethylcyclohexane, alkylaminoalkyl
methacrylate-, and
dialkylheteromonocycle-blocked
(generic).

721.11485 Alkanediol, polymer with 5-
isocyanato-1-(isocyanatomethyl)-1,3,3-
trimethylcyclohexane, alkylaminoalkyl
methacrylate-blocked (generic).

721.11486 Synthetic oil from tires (generic).

721.11487 1,3-Propanediamine, N1,N1-
dimethyl-, polymers with alkylene glycol
ether with alkyltriol (3:1) mixed
acrylates and adipates, and alkylene
glycol monoacrylate ether with alkyltriol
(3:1) (generic).

721.11488 1,3-Propanediol, 2-ethyl-2-
(hydroxymethyl)-, polymer with oxirane,
4-(dimethylamino)benzoate.

721.11489 Titanium (4+) hydroxyl-
alkylcarboxylate salt complex (generic).

* * * * *

§721.11466 Aromatic amide oxime
(generic).

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified
generically as aromatic amide oxime
(PMN P-14-865) is subject to reporting
under this section for the significant
new uses described in paragraph (a)(2)
of this section.

(2) The significant new uses are:

(i) Protection in the workplace.
Requirements as specified in
§721.63(a)(1) through (3), and (6), (b)
and (c). When determining which
persons are reasonably likely to be
exposed as required for § 721.63(a)(1),
engineering control measures (e.g.,
enclosure or confinement of the
operation, general and local ventilation)
or administrative control measures (e.g.,
workplace policies and procedures)
shall be considered and implemented to
prevent exposure, where feasible. For
purposes of § 721.63(b), concentration is
set at 1.0%.

(ii) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(g).

(iii) Release to water. Requirements as
specified in § 721.90(a)(4), (b)(4) and
(c)(4) where N=30.

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§721.125(a) through (e), (i) and (k) are
applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

§721.11467 Carbon nanotubes (generic).

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified
generically as carbon nanotubes (PMN
P-15-54) is subject to reporting under
this section for the significant new uses
described in paragraph (a)(2) of this
section. The requirements of this section
do not apply to quantities of the PMN
substance that have been (i) embedded
or incorporated into a polymer matrix
that itself has been reacted (cured) or (ii)
embedded in a permanent solid polymer
form that is not intended to undergo
further processing, except mechanical
processing.

(2) The significant new uses are:

(i) Workplace protection.
Requirements as specified in
§721.63(a)(1), (2)(i) and (ii), and (3)
through (6), and (c). When determining
which persons are reasonably likely to
be exposed as required for § 721.63(a)(1)
and (4), engineering control measures
(e.g., enclosure or confinement of the
operation, general and local ventilation)
or administrative control measures (e.g.,
workplace policies and procedures)
shall be considered and implemented to
prevent exposure, where feasible. For
purposes of § 721.63(a)(5), respirators
must provide a National Institute for
Occupational Safety and Health
(NIOSH) assigned protection factor
(APF) of at least 50. For purposes of
§721.63(a)(6), particulate (including
solids or liquid droplets).

(ii) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(k) (chemical
intermediate to manufacture
functionalized carbon nanotubes by
oxidation with nitric acid; additive in
rubber polymers to improve
mechanical/physical/chemical/
electrical properties; additive in resin
polymers to improve mechanical/
physical/chemical/electrical properties;
additive in metals to improve electrical/
thermal properties; additive in ceramics
to improve mechanical/electrical/
thermal properties; semi-conductor,
conductive, or resistive element in
electronic circuitry and devices; electric
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collector element or electrode in energy
devices; photoelectric or thermoelectric
conversion elements in energy devices;
catalyst support element or catalytic
electrode for use in energy devices;
additive for transparency and
conductivity in electronic devices; and
electro-mechanical element in actuator,
sensor, or switching devices).

(iii) Disposal. Requirements as
specified in § 721.85(a)(1) and (2), (b)(1)
and (2), and (c)(1) and (2).

(iv) Release to water. Requirements as
specified in § 721.90(a)(1), (b)(1) and
(c)(2).

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§ 721.125(a) through (e) and (i) through
(k) are applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

§721.11468 Aromatic hydrocarbon resin
(generic).

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified
generically as aromatic hydrocarbon
resin (PMN P-16-583) is subject to
reporting under this section for the
significant new uses described in
paragraph (a)(2) of this section. The
requirements of this section do not
apply to quantities of the substance after
they have been reacted (cured).

(2) The significant new uses are:

(i) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(k) (hot-melt sealant
for motor vehicle lamps). It is a
significant new use to manufacture the
PMN substance with an average number
molecular weight of less than 1000
grams per mole.

(ii) [Reserved]

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§ 721.125(a) through (c) and (i) are
applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

§721.11469 Pentaerythritol ester of mixed
linear and branched carboxylic acids
(generic) (P-17-193, chemical A).

(a) Chemical substance and

significant new uses subject to reporting.

(1) The chemical substance identified
generically as pentaerythritol ester of
mixed linear and branched carboxylic
acids (PMN P-17-193, chemical A) is
subject to reporting under this section
for the significant new use described in
paragraph (a)(2) of this section.

(2) The significant new use is:

(i) Release to water. Requirements as
specified in § 721.90(a)(4), (b)(4) and
(c)(4) where N=330.

(ii) [Reserved]

(b) Specific requirements. The
provision of subpart A of this part apply
to this section except as modified by
this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§721.125(a) through (c) and (k) are
applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain modification requirements. The
provisions of § 721.185 apply to this
section.

§721.11470 Dipentaerythritol ester of
mixed linear and branched carboxylic acids
(generic) (P-17-193, chemical B).

(a) Chemical substance and

significant new uses subject to reporting.

(1) The chemical substance identified
generically as dipentaerythritol ester of
mixed linear and branched carboxylic
acids (PMN P-17-193, chemical B) is
subject to reporting under this section
for the significant new use described in
paragraph (a)(2) of this section.

(2) The significant new use is:

(i) Release to water. Requirements as
specified in § 721.90(a)(4), (b)(4) and
(c)(4) where N=330.

(ii) [Reserved]

(b) Specific requirements. The
provision of subpart A of this part apply
to this section except as modified by
this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§721.125(a) through (c) and (k) are
applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain modification requirements. The
provisions of § 721.185 apply to this
section.

§721.11471 Alkylheterocyclic amine
blocked isocyanate, alkoxysilane polymer
(generic).

(a) Chemical substance and

significant new uses subject to reporting.

(1) The chemical substance identified
generically as alkylheterocyclic amine
blocked isocyanate, alkoxysilane

polymer (PMN P-17-221) is subject to
reporting under this section for the
significant new uses described in
paragraph (a)(2) of this section. The
requirements of the TSCA Order do not
apply to quantities of the PMN
substance after they have been
completely reacted (cured).

(2) The significant new uses are:

(i) Protection in the workplace.
Requirements as specified in
§721.63(a)(1), (2)(i) and (iii), (3) and (6)
(particulate), (b), and (c). When
determining which persons are
reasonably likely to be exposed as
required for § 721.63(a)(1), engineering
control measures (e.g., enclosure or
confinement of the operation, general
and local ventilation) or administrative
control measures (e.g., workplace
policies and procedures) shall be
considered and implemented to prevent
exposure, where feasible. For purposes
of § 721.63(b), concentration is set at
1.0%.

(ii) Hazard communication.
Requirements as specified in § 721.72(a)
through (f), (g)(1)(i) and (ii), (2)(i)
through (iii) and (v), and (5). For
purposes of § 721.72(e), concentration is
set at 1.0%. Alternative hazard and
warning statements that meet the
criteria of the Globally Harmonized
System (GHS) and OSHA Hazard
Communication Standard may be used.

(iii) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(k). It is a
significant new use to formulate the
PMN to a concentration greater than
10%.

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph.

(1) Recordkeeping. Recordkeeping
requirements as specified in
§ 721.125(a) through (i) are applicable to
manufacturers and processors of this
substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

(3) Determining whether a specific use
is subject to this section. The provisions
of § 721.1725(b)(1) apply to paragraph
(a)(2)(iid).

§721.11472 Isocyanic acid,
polymethylenepolyphenylene ester,
caprolactam- and phenol-blocked.

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified as
isocyanic acid,
polymethylenepolyphenylene ester,
caprolactam- and phenol-blocked (PMN
P-17-282, CAS No. 2093945-13-0) is
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subject to reporting under this section
for the significant new uses described
paragraph (a)(2) of this section. The
requirements of this section do not
apply to quantities of the substance after
they have been completely reacted
(cured).

(2) The significant new uses are:

(i) Industrial, commercial, and
consumer activities. It is a significant
new use to manufacture, process, or use
the PMN substance in any manner or
method that generates inhalation
exposure to phenol or caprolactam.

(ii) Release to water. Requirements as
specified in § 721.90(a)(4), (b)(4) and
(c)(4) where N=1.

(b) Specific requirements. The
provision of subpart A of this part apply
to this section except as modified by
this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§ 721.125(a) through (c), (i), and (k) are
applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain modification requirements. The
provisions of § 721.185 apply to this
section.

§721.11473 Benzamide, 2-
(trifluoromethyl)-.

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified as
benzamide, 2-(trifluoromethyl)- (PMN P-
17-334, CAS No. 360—64-5) is subject to
reporting under this section for the
significant new uses described in
paragraph (a)(2) of this section.

(2) The significant new uses are:

(i) Protection in the workplace.
Requirements as specified in
§721.63(a)(1), (2)(i) and (iv), (3), (4),
(6)(v) and (vi), (b) and (c). When
determining which persons are
reasonably likely to be exposed as
required for § 721.63(a)(1), engineering
control measures (e.g., enclosure or
confinement of the operation, general
and local ventilation) or administrative
control measures (e.g., workplace
policies and procedures) shall be
considered and implemented to prevent
exposure, where feasible. For purposes
of § 721.63(a)(6), particulate applies. For
purposes of § 721.63(b), the
concentration is set at 0.1%.

(ii) Hazard communication.
Requirements as specified in § 721.72(a)
through (f), (g)(1)(iii) through (v), and
(ix), (2)(i) through (iii) and (v), (3)(i) and
(ii), and (5). For purposes of § 721.72(e),
concentration is set at 0.1%. Alternative
hazard and warning statements that
meet the criteria of the Globally
Harmonized System (GHS) and OSHA

Hazard Communication Standard may
be used.

(iii) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(f), (g) and (y)(1).

(iv) Release to water. Requirements as
specified in § 721.90(a)(4), (b)(4) and
(c)(4) where N=39.

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph.

(1) Recordkeeping. Recordkeeping
requirements as specified in
§721.125(a) through (i) and (k) are
applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

§721.11474 Cashew, nutshell lig. polymer
with formaldehyde, phenol and resorcinol.

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified as
cashew nutshell liq. polymer with
formaldehyde, phenol and resorcinol
(PMN P-17-386, CAS No. 2044014-81—
3) is subject to reporting under this
section for the significant new uses
described in paragraph (a)(2) of this
section. The requirements of this section
do not apply to quantities of the
substance after they have been reacted
(cured).

(2) The significant new uses are:

(i) Protection in the workplace.
Requirements as specified in
§721.63(a)(1), (3) through (5), (6)(v) and
(vi), (b), and (c). When determining
which persons are reasonably likely to
be exposed as required for § 721.63(a)(1)
and (a)(4), engineering control measures
(e.g., enclosure or confinement of the
operation, general and local ventilation)
or administrative control measures (e.g.,
workplace policies and procedures)
shall be considered and implemented to
prevent exposure, where feasible. For
purposes of § 721.63(a)(5), respirators
must provide a National Institute for
Occupational Safety and Health
(NIOSH) assigned protection factor
(APF) of at least 50. For purposes of
§721.63(a)(6), particulate (including
combination gas/vapor and particulate).
For purposes of § 721.63(b),
concentration is set at 1.0%.

(ii) Hazard communication.
Requirements as specified in § 721.72(a)
through (1), (g)(1)(1), (2)(i) and (ii), (iv)
and (v), (4)(iii), and (5). For purposes of
§721.72(e), concentration is set at 1.0%.
For purposes of § 721.72(g)(1) skin and
respiratory sensitization. Alternative
hazard and warning statements that
meet the criteria of the Globally

Harmonized System and OSHA Hazard
Communication Standard may be used.

(ii1) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(0). It is a
significant new use to manufacture the
substance for more than one year.

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§721.125(a) through (i) are applicable to
manufacturers and processors of this
substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

§721.11475 Polyester polyol (generic).

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified
generically as polyester polyol (PMN P-
18-12) is subject to reporting under this
section for the significant new use
described in paragraph (a)(2) of this
section.

(2) The significant new uses are:

(i) Release to water. Requirements as
specified in § 721.90(a)(4), (b)(4) and
(c)(4) where N=1.

(ii) [Reserved]

(b) Specific requirements. The
provision of subpart A of this part apply
to this section except as modified by
this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§ 721.125(a) through (c) and (k) are
applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain modification requirements. The
provisions of § 721.185 apply to this
section.

§721.11476 Fluorinated acrylate, polymer
with alkyloxirane homopolymer monoether
with alkanediol mono(2-methyl-2-
propenoate), tert-Bu 2-
ethylhexaneperoxoate-initiated (generic).

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified
generically as fluorinated acrylate,
polymer with alkyloxirane
homopolymer monoether with
alkanediol mono(2-methyl-2-
propenoate), tert-Bu 2-
ethylhexaneperoxoate-initiated (PMN P-
18-18) is subject to reporting under this
section for the significant new uses
described in paragraph (a)(2) of this
section.

(2) The significant new uses are:
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(i) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(f), (t) and (y)(1).

(ii) Releases to water. Requirements as
specified in § 721.90(a)(1), (b)(1) and
(c)(2).

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§ 721.125(a) through (c), (i), and (k) are
applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

(3) Determining whether a specific use
is subject to this section. The provisions
of § 721.1725(b)(1) apply to paragraph
(a)(2)(1) of this section.

§721.11477 2,5-Furandione, polymer with
2-ethyl-2-(hydroxymethyl)-1,3-propanediol,
3a,4,5,6,7,7ahexahydro- 4,7-methano-1H-
inden-5(or 6)-yl ester, ester with 2,3-
dihydroxypropyl neodecanoate, polymer
with 5-isocyanato-I-(isocyanatomethyl)-1,3,
3-trimethylcyclohexane, 2-hydroxyethyl
acrylate- and 2-hydroxyethyl methacrylate-
blocked.

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified as
2,5-furandione, polymer with 2-ethyl-2-
(hydroxymethyl)-1,3-propanediol,
3a,4,5,6,7,7ahexahydro- 4,7-methano-
1H-inden-5(or 6)-yl ester, ester with 2,3-
dihydroxypropyl neodecanoate,
polymer with 5-isocyanato-1-
(isocyanatomethyl)-1,3, 3-
trimethylcyclohexane, 2-hydroxyethyl
acrylate- and 2-hydroxyethyl
methacrylate-blocked (PMN P-18-42,
CAS No. 2245262-16-0) is subject to
reporting under this section for the
significant new uses described in
paragraph (a)(2) of this section. The
requirements of this section do not
apply to quantities of the PMN
substance after they have been
completely reacted (cured).

(2) The significant new uses are:

(i) Protection in the workplace.
Requirements as specified in
§721.63(a)(1), (2)(i) through (iv) and (3),
and (c). When determining which
persons are reasonably likely to be
exposed as required for § 721.63(a)(1),
engineering control measures (e.g.,
enclosure or confinement of the
operation, general and local ventilation)
or administrative control measures (e.g.,
workplace policies and procedures)
shall be considered and implemented to
prevent exposure, where feasible.

(ii) Hazard communication.
Requirements as specified in § 721.72(a)

through (d), (f), (g)(1)(i) and (ii), (iv),
(vii) and (ix), (2)(i) through (iii) and (v),
and (5). For purposes of § 721.72(g)(1)
eye irritation. For purposes of
§721.72(g)(2) avoid eye contact.
Alternative hazard and warning
statements that meet the criteria of the
Globally Harmonized System (GHS) and
OSHA Hazard Communication Standard
may be used.

(iii) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(k), (o) and (y)(1).

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph.

(1) Recordkeeping. Recordkeeping
requirements as specified in
§721.125(a) through (i) are applicable to
manufacturers and processors of this
substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

(3) Determining whether a specific use
is subject to this section. The provisions
of § 721.1725(b)(1) apply to paragraph
(a)(2)(iii).

§721.11478 Perfluoroalkyl ethyl- and vinyl-
modified organopolysiloxane (generic).

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified
generically as perfluoroalkyl ethyl- and
vinyl-modified organopolysiloxane
(PMN P-18-52) is subject to reporting
under this section for the significant
new uses described in paragraph (a)(2)
of this section. The requirements of this
section do not apply to quantities of the
substance after they have been
completely reacted (cured).

(2) The significant new uses are:

(i) Protection in the workplace.
Requirements as specified in
§721.63(a)(1) through (6) and (c). When
determining which persons are
reasonably likely to be exposed as
required by § 721.63(a)(1) and (a)(4),
engineering control measures (e.g.,
enclosure or confinement of the
operation, general and local ventilation)
or administrative control measures (e.g.,
workplace policies and procedures)
shall be considered and implemented to
prevent exposure, where feasible. For
purposes of § 721.63(a)(5), respirators
must provide a National Institute for
Occupational Safety and Health
(NIOSH) assigned protection factor
(APF) of at least 1,000). For purposes of
§721.63(a)(6) combination gas/vapor
and particulate.

(A) As an alternative to respirator
requirements in paragraph (a)(2)(i) of
this section, manufacturer or processor

may choose to follow the new chemical
exposure limit (NCEL) provision listed
in the TSCA section 5(e) consent order
for this substance. The NCEL is 0.0015
mg/m3 as an 8-hour time weighted
average. Persons who wish to pursue
NCELs as an alternative to § 721.63
respirator requirements may request to
do so under § 721.30. Persons whose

§ 721.30 requests to use the NCELs
approach are approved by EPA will be
required to follow NCELs provisions
comparable to those contained in the
corresponding TSCA section 5(e)
consent order.

(B) [Reserved]

(ii) Hazard communication.
Requirements as specified in § 721.72(a)
through (d), (f), (g)(1)(vi), (2)(i) through
(v), and (5). Alternative hazard and
warning statements that meet the
criteria of the Globally Harmonized
System (GHS) and OSHA Hazard
Communication Standard may be used.
For purposes of § 721.72(g)(1) specific
target organ toxicity. For purposes of
§721.72(g)(2)(iv), use respiratory
protection or maintain workplace
airborne concentrations at or below an
8-hour time-weighted average of 0.0015
mg/ma3.

(iii) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(f) and (t) (420
kilograms).

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§721.125(a) through (i) are applicable to
manufacturers and processors of this
substance.

(2) Limitations or revocation of
certain modification requirements. The
provisions of § 721.185 apply to this
section.

§721.11479 Perfluoroalkyl ethyl- and vinyl-
modified organopolysiloxane (generic).

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified
generically as perfluoroalkyl ethyl- and
vinyl-modified organopolysiloxane
(PMN P-18-53) is subject to reporting
under this section for the significant
new uses described in paragraph (a)(2)
of this section. The requirements of this
section do not apply to quantities of the
substance after they have been
completely reacted (cured).

(2) The significant new uses are:

(i) Protection in the workplace.
Requirements as specified in
§721.63(a)(1), (3) through (6), and (c).
When determining which persons are
reasonably likely to be exposed as
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required by § 721.63(a)(1) and (a)(4),
engineering control measures (e.g.,
enclosure or confinement of the
operation, general and local ventilation)
or administrative control measures (e.g.,
workplace policies and procedures)
shall be considered and implemented to
prevent exposure, where feasible. For
purposes of § 721.63(a)(5), respirators
must provide a National Institute for
Occupational Safety and Health
(NIOSH) assigned protection factor
(APF) of at least 1,000. For purposes of
§721.63(a)(6), combination gas/vapor
and particulate.

(A) As an alternative to respirator
requirements in paragraph (a)(2)(i) of
this section, a manufacturer or processor
may choose to follow the new chemical
exposure limit (NCEL) provision listed
in the TSCA section 5(e) consent order
for this substance. The NCEL is 0.0015
mg/m3 as an 8-hour time weighted
average. Persons who wish to pursue
NCELs as an alternative to § 721.63
respirator requirements may request to
do so under § 721.30. Persons whose
§ 721.30 requests to use the NCELs
approach are approved by EPA will be
required to follow NCELs provisions
comparable to those contained in the
corresponding TSCA section 5(e)
consent order.

(B) [Reserved]

(ii) Hazard communication.
Requirements as specified in § 721.72(a)
through (d), (f), (g)(1)(vi), (2)(i) through
(v), and (5). Alternative hazard and
warning statements that meet the
criteria of the Globally Harmonized
System (GHS) and OSHA Hazard
Communication Standard may be used.
For purposes of § 721.72(g)(1) specific
target organ toxicity. For purposes of
§721.72(g)(2)(iv), use respiratory
protection or maintain workplace
airborne concentrations at or below an
8-hour time-weighted average of 0.0015
mg/ma3.

(ii1) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(f) and (t) (336
kilograms).

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§ 721.125(a) through (i) are applicable to
manufacturers and processors of this
substance.

(2) Limitations or revocation of
certain modification requirements. The
provisions of § 1721.185 apply to this
section.

§721.11480 Oxirane, 2,2'-
[cyclohexylidenebis(4,1-
phenyleneoxymethylene)]bis-.

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical identified as oxirane,
2,2’-[cyclohexylidenebis(4,1-
phenyleneoxymethylene)]bis- (PMN P-
18-62, CAS No. 13446—84-9) is subject
to reporting under this section for the
significant new use described in
paragraph (a)(2) of this section. The
requirements of this section do not
apply to quantities of the PMN
substance after they have been
completely reacted (cured).

(2) The significant new uses are:

(i) Protection in the workplace.
Requirements as specified in
§721.63(a)(1), (3) through (6), (b), and
(c). When determining which persons
are reasonably likely to be exposed as
required for § 721.63(a)(1) and (a)(4),
engineering control measures (e.g.,
enclosure or confinement of the
operation, general and local ventilation)
or administrative control measures (e.g.,
workplace policies and procedures)
shall be considered and implemented to
prevent exposure, where feasible. For
purposes of § 721.63(a)(5), respirators
must provide a National Institute for
Occupational Safety and Health
(NIOSH) assigned protection factor
(APF) of at least 1,000. For purposes of
§721.63(a)(6), particulate (including
solids or liquid droplets). For purposes
of § 721.63(b), concentration is set at
0.1%.

(ii) Hazard communication.
Requirements as specified in § 721.72(a)
through (f), and (g)(1)(vi), (vii), (2)(i)
through (iii) (use respiratory protection
when spraying), (v), (3)(i) and (ii), (4)@),
and (5). Alternative hazard and warning
statements that meet the criteria of the
Globally Harmonized System (GHS) and
OSHA Hazard Communication Standard
may be used. For purposes of
§721.72(g)(1) specific target organ
toxicity. For purposes of § 721.72(e),
concentration is set at 0.1%.

(iii) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(k). It is a
significant new use to manufacture or
process the PMN substance in any
manner which generates inhalation
exposures.

(iv) Release to water. Requirements as
specified in § 721.90(a)(4), (b)(4) and
(c)(4) where N=1.

(b) Specific requirements. The
provision of subpart A of this part apply
to this section as modified by this
paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§721.125(a) through (i) and (k) are

applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain modification requirements. The
provisions of § 721.185 apply to this
section.

(3) Determining whether a specific use
is subject to this section. The provisions
of §721.1725 (b)(1) apply to paragraph
(a)(2)(iii) of this section.

§721.11481 Saturated fatty acid, reaction
products with cadmium zinc selenide
sulfide and polymeric amine (generic).

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical identified generically
as saturated fatty acid, reaction products
with cadmium zinc selenide sulfide and
polymeric amine (PMN P-18-74) is
subject to reporting under this section
for the significant new use described in
paragraph (a)(2) of this section.

(2) The significant new uses are:

(i) Protection in the workplace.
Requirements as specified in
§721.63(a)(1), (3) and (6), and (c). When
determining which persons are
reasonably likely to be exposed as
required for § 721.63(a)(1) engineering
control measures (e.g., enclosure or
confinement of the operation, general
and local ventilation) or administrative
control measures (e.g., workplace
policies and procedures) shall be
considered and implemented to prevent
exposure, where feasible. For purposes
of § 721.63(a)(6), particulate (including
solids or liquid droplets).

(ii) Hazard communication.
Requirements as specified in § 721.72(a)
through (d), (f), and (g)(1)(i) and (vii),
(2)(i) through (iii), and (v), (3)(i) and (ii),
(4)(i) and (iii) and (5). For purposes of
§721.72(g)(1) pulmonary toxicity, eye
damage, specific target organ toxicity,
and skin sensitization. Alternative
hazard and warning statements that
meet the criteria of the Globally
Harmonized System and OSHA Hazard
Communication Standard may be used.

(iii) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(k) (chemical
intermediate for a quantum dot used as
an optical down-converter (50%), and
quantum dot in an optical down-
converter (50%)). It is a significant new
use to manufacture, process, or use the
PMN substance in other than a liquid
formulation. It is a significant new use
to manufacture or process the PMN
substance in any manner which
generates inhalation exposures. It is a
significant new use to manufacture the
PMN substance with a cadmium
percentage greater than the confidential
level identified in the TSCA Order.
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(iv) Disposal. 1t is a significant new
use to dispose of the PMN substance in
any manner other than by incineration
in a permitted hazardous waste
incinerator.

(v) Release to water. Requirements as
specified in § 721.90(a)(1), (b)(1) and
(c)(1).

(b) Specific requirements. The
provision of subpart A of this part apply
to this section as modified by this
paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§721.125(a) through (d), and (f) through
(k) are applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain modification requirements. The
provisions of § 721.185 apply to this
section.

(3) Determining whether a specific use
is subject to this section. The provisions
of §721.1725 (b)(1) apply to paragraph
(a)(2)(iii) of this section.

§721.11482 Saturated fatty acid, reaction
products with cadmium zinc selenide
sulfide, alkylamine and polymeric amine
(generic).

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical identified generically
as saturated fatty acid, reaction products
with cadmium zinc selenide sulfide,
alkylamine and polymeric amine (PMN
P-18-75) is subject to reporting under
this section for the significant new use
described in paragraph (a)(2) of this
section.

(2) The significant new uses are:

(i) Protection in the workplace.
Requirements as specified in
§721.63(a)(1), (3) and (6), and (c). When
determining which persons are
reasonably likely to be exposed as
required for § 721.63(a)(1) engineering
control measures (e.g., enclosure or
confinement of the operation, general
and local ventilation) or administrative
control measures (e.g., workplace
policies and procedures) shall be
considered and implemented to prevent
exposure, where feasible. For purposes
of § 721.63(a)(6), particulate (including
solids or liquid droplets).

(ii) Hazard communication.
Requirements as specified in § 721.72(a)
through (d), (f), and (g)(1)(i) and (vii),
(2)(i) through (iii), and (v), (3)(i) and (ii),
(4)(i) and (iii) and (5). For purposes of
§721.72(g)(1) pulmonary toxicity, eye
damage, specific target organ toxicity,
and skin sensitization. Alternative
hazard and warning statements that
meet the criteria of the Globally
Harmonized System and OSHA Hazard
Communication Standard may be used.

(iii) Industrial, commercial, and
consumer activities. Requirements as

specified in § 721.80 (k)(quantum dot in
an optical down-converter). It is a
significant new use to manufacture,
process, or use the PMN substance in
other than a liquid formulation. It is a
significant new use to manufacture or
process the PMN substance in any
manner which generates inhalation
exposures. It is a significant new use to
manufacture the PMN substance with a
cadmium percentage greater than the
confidential value stated in the TSCA
Order.

(iv) Disposal. 1t is a significant new
use to dispose of the PMN substance in
any manner other than by incineration
in a permitted hazardous waste
incinerator.

(v) Release to water. Requirements as
specified in § 721.90(a)(1), (b)(1) and
(c)(1).

(b) Specific requirements. The
provision of subpart A of this part apply
to this section as modified by this
paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§ 721.125(a) through (d) and (f) through
(k) are applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain modification requirements. The
provisions of § 721.185 apply to this
section.

(3) Determining whether a specific use
is subject to this section. The provisions
of § 721.1725 (b)(1) apply to paragraph
(a)(2)(iii) of this section.

§721.11483 Heteropolycyclic, halo
substituted alkyl substituted-diaromatic
amino substituted carbomonocycle, halo
substituted alkyl substituted
heteropolycyclic, tetraaromatic metalloid
salt (1:1) (generic).

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified
generically as heteropolycyclic, halo
substituted alkyl substituted- diaromatic
amino substituted carbomonocycle, halo
substituted alkyl substituted
heteropolycyclic, tetraaromatic
metalloid salt (1:1) (PMN P-18-160) is
subject to reporting under this section
for the significant new uses described in
paragraph (a)(2) of this section. The
requirements of this section do not
apply to quantities of the substance after
they have been completely reacted
(cured).

(2) The significant new uses are:

(i) Protection in the workplace.
Requirements as specified in
§721.63(a)(1), (2)(i) through (iv), and (3)
through (6). When determining which
persons are reasonably likely to be
exposed as required for § 721.63(a)(1)
and (a)(4), engineering control measures

(e.g., enclosure or confinement of the
operation, general and local ventilation)
or administrative (e.g., workplace
policies and procedures) shall be
considered and implemented to prevent
exposure, where feasible. For purposes
of § 721.63(a)(5), respirators must
provide a National Institute for
Occupational Safety and Health
(NIOSH) assigned protection factor
(APF) of at least 50. For purposes of
§721.63(a)(6), particulate (including
solids or liquid droplets).

(ii) Hazard communication.
Requirements as specified in § 721.72(a)
through (d), (), (g)(1), (2)(i) through (v),
(3)(i) and (ii) and (4)(iii). For purposes
of § 721.72(g)(1) acute toxicity,
neurotoxicity, photosensitization, and
eye irritation. Alternative hazard and
warning statements that meet the
criteria of the Globally Harmonized
System (GHS) and OSHA Hazard
Communication Standard may be used.

(iii) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(f), (t), and (w)(1),
(3) and (4). It is a significant new use to
manufacture the substance for more
than 18 months.

(iv) Release to water. Requirements as
specified in § 721.90(a)(1), (b)(1) and
(c)(2).

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§ 721.125(a) through (c), (i), and (k) are
applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

(3) Determining whether a specific use
is subject to this section. The provisions
of § 721.1725 (b)(1) apply to paragraph
(a)(2)(iii) of this section.

§721.11484. Alkanediol, polymer with 5-
isocyanato-1-(isocyanatomethyl)-1,3,3-
trimethylcyclohexane, alkylaminoalkyl
methacrylate-, and dialkylheteromonocycle-
blocked (generic).

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified
generically as alkanediol, polymer with
5-isocyanato-1-(isocyanatomethyl)-1,3,3-
trimethylcyclohexane, alkylaminoalkyl
methacrylate-, and
dialkylheteromonocycle-blocked (PMN
P-18-237) is subject to reporting under
this section for the significant new uses
described in paragraph (a)(2) of this
section. The requirements of this section
do not apply to quantities of the
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substance after they have been reacted
(cured).

(2) The significant new uses are:

(i) Industrial, commercial, and
consumer activities. It is a significant
new use to manufacture, process, or use
the PMN substance in any manner or
method that generates dust, spray,
vapor, mist, or aerosol.

(ii) Releases to water. Requirements as
specified in § 721.90(a)(4), (b)(4) and
(c)(4) where N=1.

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§ 721.125(a) through (c), (i), and (k) are
applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

§721.11485 Alkanediol, polymer with 5-
isocyanato-1-(isocyanatomethyl)-1,3,3-
trimethylcyclohexane, alkylaminoalkyl
methacrylate-blocked (generic).

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified
generically as alkanediol, polymer with
5-isocyanato-1-(isocyanatomethyl)-1,3,3-
trimethylcyclohexane, alkylaminoalkyl
methacrylate-blocked (PMN P-18-292) is
subject to reporting under this section
for the significant new uses described in
paragraph (a)(2) of this section. The
requirements of this section do not
apply to quantities of the substance after
they have been reacted (cured).

(2) The significant new uses are:

(i) Industrial, commercial, and
consumer activities. It is a significant
new use to manufacture, process, or use
the PMN substance in any manner or
method that generates dust, spray,
vapor, mist, or aerosol.

(ii) Releases to water. Requirements as
specified in § 721.90(a)(4), (b)(4) and
(c)(4) where N = 1.

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§ 721.125(a) through (c), (i), and (k) are
applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

§721.11486 Synthetic oil from tires
(generic).

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified
generically as synthetic oil from tires
(PMN P-18-287) is subject to reporting
under this section for the significant
new uses described in paragraph (a)(2)
of this section.

(2) The significant new uses are:

(i) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(k) and (o).

(ii) Disposal. Requirements as
specified in § 721.85(a)(1), (b)(1) and
(c)(1).

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§721.125(a) through (c), (i) and (j) are
applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

(3) Determining whether a specific use
is subject to this section. The provisions
of § 721.1725(b)(1) apply to paragraph
(a)(2)() of this section.

§721.11487 1,3-Propanediamine, N1,N1-
dimethyl-, polymers with alkylene glycol
ether with alkyltriol (3:1) mixed acrylates
and adipates, and alkylene glycol
monoacrylate ether with alkyltriol (3:1)
(generic).

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified
generically as 1,3-propanediamine,
N1,N1-dimethyl-, polymers with
alkylene glycol ether with alkyltriol
(3:1) mixed acrylates and adipates, and
alkylene glycol monoacrylate ether with
alkyltriol (3:1) (PMN P-19-51) is subject
to reporting under this section for the
significant new uses described in
paragraph (a)(2) of this section. The
requirements of this section do not
apply to quantities of the PMN
substance after they have been
completely reacted (cured).

(2) The significant new uses are:

(i) Hazard communication.
Requirements as specified in § 721.72(a)
through (f), and (g)(1)(i) and (iv), (2)(i)
through (v), (3)(i) and (ii), (4)(i) and (ii)
and (5). For purposes of § 721.72(g)(1)
eye irritation, skin sensitization, and
respiratory sensitization. Alternative
hazard and warning statements that
meet the criteria of the Globally
Harmonized System (GHS) and OSHA
Hazard Communication Standard may

be used. For purposes of § 721.72(e),
concentration is set at 0.1%.

(ii) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(f) and (k).

(iii) Release to water. Requirements as
specified in § 721.90(a)(4), (b)(4) and
(c)(4) where N=3.

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph.

(1) Recordkeeping. Recordkeeping
requirements as specified in
§ 721.125(a) through (d), (f) through (i),
and (k) are applicable to manufacturers
and processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

(3) Determining whether a specific use
is subject to this section. The provisions
of § 721.1725(b)(1) apply to paragraph
(a)(2)(ii) of this section.

§721.11488 1,3-Propanediol, 2-ethyl-2-
(hydroxymethyl)-, polymer with oxirane, 4-
(dimethylamino)benzoate.

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified as
1,3-propanediol, 2-ethyl-2-
(hydroxymethyl)-, polymer with
oxirane, 4-(dimethylamino)benzoate
(PMN P-19-55, CAS No. 2067275-86—7)
is subject to reporting under this section
for the significant new uses described in
paragraph (a)(2) if this section. The
requirements of this section do not
apply to quantities of the PMN
substance after they have been
completely reacted (cured).

(2) The significant new uses are:

(i) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(k)(photo initiator
within UV curable coating/ink
formulations). It is a significant new use
to manufacture, process, or use the PMN
substance in any manner that results in
inhalation exposure.

(ii) Release to water. Requirements as
specified in § 721.90(a)(4), (b)(4) and
(c)(4) where N = 12.

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§ 721.125(a) through (c), (i), and (k) are
applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain modification requirements. The
provisions of § 1721.185 apply to this
section.
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§721.11489 Titanium (4+) hydroxyl-
alkylcarboxylate salt complex (generic).

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified
generically as titanium (4+) hydroxyl-
alkylcarboxylate salt complex (PMN P-
19-159) is subject to reporting under this
section for the significant new uses
described in paragraph (a)(2) of this
section. The requirements of this section
do not apply to quantities of the
substance after they have been
completely reacted (cured).

(2) The significant new uses are:

(i) Industrial, commercial, and
consumer activities. It is a significant
new use to manufacture, process, or use
the PMN substance in any manner or
method that generates inhalation
exposure.

(ii) Release to water. Requirements as
specified in § 721.90(a)(4), (b)(4) and
(c)(4) where N = 1.

(b) Specific requirements. The
provision of subpart A of this part apply
to this section except as modified by
this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§ 721.125(a) through (c), (i), and (k) are
applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

[FR Doc. 2020-18883 Filed 9-16—20; 8:45 am]
BILLING CODE 6560-50-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Medicare & Medicaid
Services

42 CFR Part 414
[CMS—-5533-N]

Medicare Program; Alternative
Payment Model (APM) Incentive
Payment Advisory for Clinicians—
Request for Current Billing Information
for Qualifying APM Participants

AGENCY: Centers for Medicare &
Medicaid Services (CMS), Health and
Human Services (HHS).

ACTION: Payment advisory.

SUMMARY: This advisory is to alert
certain clinicians who are Qualifying
APM participants (QPs) and eligible to
receive an Alternative Payment Model
(APM) Incentive Payment that CMS
does not have the current billing
information needed to disburse the

payment. This advisory provides
information to these clinicians on how
to update their billing information to
receive this payment.

DATES: This advisory is effective on
September 14, 2020.

FOR FURTHER INFORMATION CONTACT:
Tanya Dorm, (410) 786—2206.

SUPPLEMENTARY INFORMATION:

I. Background

Under the Medicare Quality Payment
Program, an eligible clinician who
participates in an Advanced Alternative
Payment Model (APM) and meets the
applicable payment amount or patient
count thresholds for a performance year
is a Qualifying APM Participant (QP) for
that year. An eligible clinician who is a
QP for a year based on their
performance in a QP Performance
Period earns a 5 percent lump sum APM
Incentive Payment that is paid in a
payment year that occurs 2 years after
the QP Performance Period. The amount
of the APM Incentive Payment is equal
to 5 percent of the estimated aggregate
payments for covered professional
services furnished by the QP during the
calendar year immediately preceding
the payment year.

II. Provisions of the Advisory

The Centers for Medicare & Medicaid
Services (CMS) has identified those
eligible clinicians who earned an APM
Incentive Payment in CY 2020 based on
their CY 2018 QP status.

When CMS disbursed the CY 2020
APM Incentive Payments, CMS was
unable to verify current Medicare billing
information for some QPs and was
therefore unable to issue payment. In
order to successfully disburse the APM
Incentive Payment, CMS is requesting
assistance in identifying current
Medicare billing information for these
QPs.

CMS has compiled a list of QPs we
have identified as having unverified
billing information. These QPs, and any
others who anticipated receiving an
APM Incentive Payment but have not,
should follow the instructions to
provide CMS with updated billing
information at the following web
address: https://qpp-cm-prod-content.
s3.amazonaws.com/uploads/1112/2020
% 20APM% 20Incentive % 20Payment
% 20Notice.pdf.

If you have any questions concerning
submission of information through the
website, please contact the QPP Help
Desk at 1-866—288—8292.

All submissions must be received no
later than November 13, 2020.

The Administrator of the Centers for
Medicare & Medicaid Services (CMS),

Seema Verma, having reviewed and
approved this document, authorizes
Vanessa Garcia, who is the Federal
Register Liaison, to electronically sign
this document for purposes of
publication in the Federal Register.

Vanessa Garcia,

Federal Register Liaison, Centers for Medicare
& Medicaid Services.

[FR Doc. 2020-20488 Filed 9-14-20; 11:15 am]
BILLING CODE 4120-01-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Parts 1, 2, 25, 27 and 101

[GN Docket No. 18-122; FCC 20-22; FRS
17048]

Expanding Flexible Use of the 3.7 to
4.2 GHz Band

AGENCY: Federal Communications

Commission.

ACTION: Final rule; corrections and
announcement of compliance date.

SUMMARY: In this document, the
Commission corrects a typographical
error in the 3.7 GHz Report and Order,
FCC 20-22, published on April 23,
2020, and announces that the Office of
Management and Budget has approved
the information collection requirements
associated with the rules adopted in the
Federal Communications Commission’s
3.7 GHz Report and Order, requiring the
Relocation Payment Clearinghouse and
the Relocation Coordinator to each make
real-time, public disclosures of the
content and timing of and the parties to
communications, if any, from or to
applicants in the Commission’s auction
for overlay licenses in the 3.7 GHz
Service, and that compliance with the
new rules is now required. This
document is consistent with the 3.7 GHz
Report and Order, which states that the
Commission will publish a document in
the Federal Register announcing a
compliance date for the new rule
sections.

DATES: Effective date: The corrections
are effective September 17, 2020.

Compliance date: Compliance with 47
CFR 27.1413(c)(6) and 27.1414(b)(4)(),
published at 85 FR 22804 on April 23,
2020, is required on September 17,
2020.

FOR FURTHER INFORMATION CONTACT:
Anna Gentry, Mobility Division,
Wireless Telecommunications Bureau,
at (202) 418-7769 or Anna.Gentry@
fec.gov.

SUPPLEMENTARY INFORMATION: This
document corrects a typographical error
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in the 3.7 GHz Report and Order, FCC
20-22, published at 85 FR 22804 on
April 23, 2020, referencing 47 CFR
27.1413(c)(7) as the rule section for
which OMB approval was required,
rather than 47 CFR 27.1413(c)(6).

In FR Doc. 2020-05164 appearing on
page 22804 in the Federal Register of
Thursday, April 23, 2020, the following
corrections are made:

1. On page 22804, in the first column,
in the DATES section, the reference
“27.1413(a)(2) and (3), (b), and (c)(3)
and (7)” is corrected to read
“27.1413(a)(2) and (3), (b), and (c)(3)
and (6).”

2. On page 22804, in the third
column, in the first paragraph under the
heading “Paperwork Reduction Act,”
the reference “27.1413(a)(2) and (3), (b),
and (c)(3) and (7)” is corrected to read
“27.1413(a)(2) and (3), (b), and (c)(3)
and (6).”

3. On page 22860, in the third
column, under the section heading
“Ordering Clauses,” the reference
“27.1413(a)(2) and (3), (b), and (c)(3)
and (7)” is corrected to read
“27.1413(a)(2) and (3), (b), and (c)(3)
and (6)” in both instances where it
appears in paragraph 428.

This document also announces that
the Office of Management and Budget
(OMB) approved the information
collection requirements in 47 CFR
27.1413(c)(6) and 27.1414(b)(4)(i), on
August 31, 2020. These rules were
adopted in the 3.7 GHz Report and
Order, FCC 20-22, published at 85 FR
22804 on April 23, 2020. The
Commission publishes this document as
an announcement of the compliance
date for these new rules. OMB approval
for all other new or amended rules for
which OMB approval is required will be
requested, and compliance is not yet
required for those rules. Compliance
with all new or amended rules adopted
in the 3.7 GHz Report and Order that do
not require OMB approval is required as
of June 22, 2020, see 85 FR 22804 (Apr.
23, 2020).

If you have any comments on the
burden estimates listed below, or how
the Commission can improve the
collections and reduce any burdens
caused thereby, please contact Cathy
Williams, Federal Communications
Commission, Room 1-C823, 445 12th
Street SW, Washington, DC 20554,
regarding OMB Control Number 3060—
1276. Please include the OMB Control
Number in your correspondence. The
Commission will also accept your
comments via email at PRA@fcc.gov.

To request materials in accessible
formats for people with disabilities
(Braille, large print, electronic files,
audio format), send an email to fcc504@

fcc.gov or call the Consumer and
Governmental Affairs Bureau at (202)
418-0530 (voice), (202) 418—0432
(TTY).

Synopsis

As required by the Paperwork
Reduction Act of 1995 (44 U.S.C. 3507),
the Commission is notifying the public
that it received final OMB approval on
May 5, 2020, for the information
collection requirements contained in 47
CFR 27.1413(c)(6) and 27.1414(b)(4)(1).
Under 5 CFR part 1320, an agency may
not conduct or sponsor a collection of
information unless it displays a current,
valid OMB Control Number.

No person shall be subject to any
penalty for failing to comply with a
collection of information subject to the
Paperwork Reduction Act that does not
display a current, valid OMB Control
Number. The OMB Control Number for
the information collection requirements
in 47 CFR 27.1413(c)(6) and
27.1414(b)(4)(i), is 3060—1276.

The foregoing notice is required by
the Paperwork Reduction Act of 1995,
Public Law 104-13, October 1, 1995,
and 44 U.S.C. 3507.

The total annual reporting burdens
and costs for the respondents are as
follows:

OMB Control Number: 3060-1276.

OMB Approval Date: August 31, 2020.

OMB Expiration Date: August 31,
2023.

Title: 3.7 GHz Band Relocation
Coordinator and Relocation Payment
Clearinghouse Real-Time Disclosure of
Communications Required by Sections
27.1413(c)(6) and 27.1414(b)(4)(i).

Form Number: N/A.

Respondents: Business or other for-
profit entities.

Number of Respondents and
Responses: 2 respondents; 12 responses.

Estimated Time per Response: 1 hour.

Frequency of Response: On occasion
reporting requirement.

Obligation to Respond: Required to
obtain or retain benefits. Statutory
authority for this information collection
is contained in sections 1, 2, 4(i), 4(j),
5(c), 201, 302, 303, 304, 307(e), and 309
of the Communications Act of 1934, as
amended, 47 U.S.C. 151, 152, 154(i),
154(j), 155(c), 201, 302, 303, 304, 307(e),
309.

Total Annual Burden: 12 hours.

Total Annual Cost: No cost.

Privacy Act Impact Assessment: No
impact(s).

Nature and Extent of Confidentiality:
The information collected under this
collection will be made publicly
available.

Needs and Uses: On February 28,
2020, in furtherance of the goal of

releasing more mid-band spectrum into
the market to support and enable next-
generation wireless networks, the
Commission adopted a Report and
Order, FCC 20-22 (3.7 GHz Report and
Order) in which it reformed the use of
the 3.7—4.2 GHz band, also known as the
C-Band. The 3.7-4.2 GHz band currently
is allocated in the United States
exclusively for non-Federal use on a
primary basis for Fixed Satellite Service
(FSS) and Fixed Service. Domestically,
space station operators use the 3.7—4.2
GHz band to provide downlink signals
of various bandwidths to licensed
transmit-receive, registered receive-
only, and unregistered receive-only
earth stations throughout the United
States. The 3.7 GHz Report and Order
calls for the relocation of existing FSS
operations in the band into the upper
200 megahertz of the band (4.0-4.2 GHz)
and making the lower 280 megahertz
(3.7—3.98 GHz) available for flexible-use
throughout the contiguous United States
through a Commission-administered
public auction of overlay licenses in the
3.7 GHz Service that is scheduled to
occur later this year, with the 20
megahertz from 3.98—4.0 GHz reserved
as a guard band. The Commission
adopted a robust transition schedule to
achieve an expeditious relocation of
FSS operations and ensure that a
significant amount of spectrum is made
available quickly for next-generation
wireless deployments, while also
ensuring effective accommodation of
relocated incumbent users. The 3.7 GHz
Report and Order establishes a deadline
of December 5, 2025, for full relocation
to ensure that all FSS operations are
cleared in a timely manner, but provides
an opportunity for accelerated clearing
of the band by allowing incumbent
space station operators, as defined in
the 3.7 GHz Report and Order, to
commit to voluntarily relocate on a two-
phased accelerated schedule (with
additional obligations and incentives for
such operators), with a Phase I deadline
of December 5, 2021, and a Phase II
deadline of December 5, 2023.

The Commission concluded in the 3.7
GHz Report and Order that a neutral,
independent third-party Relocation
Payment Clearinghouse (RPC) should be
established to administer the cost-
related aspects of the transition in a fair,
transparent manner, mitigate financial
disputes among stakeholders, and
collect and distribute payments in a
timely manner to transition incumbent
space station operators out of the 3.7—
3.98 GHz band. The Commission also
concluded that a Relocation Coordinator
(RG) should be appointed to ensure that
all incumbent space station operators
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are relocating in a timely manner, and
to be responsible for receiving notice
from earth station operators or other
satellite customers of any disputes
related to comparability of facilities,
workmanship, or preservation of service
during the transition and notify the
Commission of disputes and
recommendations for resolution.

To protect the fair and level playing
field for applicants to participate in the
Commission’s auction for overlay
licenses in the 3.7 GHz Service, the RPC
and the RC are each required to make
real-time, public disclosures of the
content and timing of and the parties to
communications, if any, from or to such
applicants, as applicants are defined by
the Commission’s rule prohibiting
certain auction-related communications,
47 CFR 1.2105(c)(5)(1), whenever the
prohibition in 47 CFR 1.2105(c) applies
to competitive bidding for licenses in
the 3.7 GHz Service. See 47 CFR
27.1413(c)(6), 27.1414(b)(4)() (as
adopted in the 3.7 GHz Report and
Order). Under this new information
collection, the RPC and the RC will each
make the required real-time, public
disclosure of any such communications,
as necessary.

Federal Communications Commission.
Marlene Dortch,

Secretary.

[FR Doc. 2020-19687 Filed 9-16—-20; 8:45 am]
BILLING CODE 6712-01-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 622
[Docket No. 200911-0240]
RIN 0648-BJ96

Temporarily Increasing the
Commercial Trip Limit for South
Atlantic Vermilion Snapper and
Recreational Bag Limit for Atlantic
King Mackerel

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Temporary rule; emergency
action.

SUMMARY: NMFS issues this temporary
rule to revise the commercial trip limit
for vermilion snapper in the South
Atlantic Region and the recreational bag
limit for the Atlantic migratory group of
king mackerel (Atlantic king mackerel)
in the Atlantic, as requested by the

South Atlantic Fishery Management
Council (South Atlantic Council). The
purpose of this temporary rule is to
increase the vermilion snapper
commercial trip limit and Atlantic king
mackerel recreational bag limits to help
address significant economic losses and
opportunities for the commercial and
recreational fishing sectors that have
resulted from recent unforeseen events,
including, but not limited to, closures of
harbors and boat ramps and other
disruptions to, and declines in, market
demand for seafood and for-hire trips.

DATES: This temporary rule is effective
September 17, 2020, through March 16,
2021.

ADDRESSES: Electronic copies of the
documents in support of this emergency
rule, which includes the South Atlantic
Council’s letters to NMFS that contain
the rationale for the emergency action
requests may be obtained from the
Southeast Regional Office website at
https://www.fisheries.noaa.gov/action/
emergency-rule-vermilion-snapper-
commercial-trip-limit-atlantic-king-
mackerel-recreational.

FOR FURTHER INFORMATION CONTACT:
Nikhil Mehta, NMFS Southeast Regional
Office, telephone: 727-551-5098, or
email: nikhil. mehta@noaa.gov.

SUPPLEMENTARY INFORMATION: The
snapper-grouper fishery in the South
Atlantic region is managed under the
Fishery Management Plan (FMP) for the
Snapper-Grouper Fishery of the South
Atlantic Region (Snapper-Grouper FMP)
and includes vermilion snapper and
other snapper-grouper species. The
coastal migratory pelagics fishery is
managed under the FMP for Coastal
Migratory Pelagic Resources in the Gulf
of Mexico and Atlantic Region (CMP
FMP) and includes king mackerel and
Spanish mackerel and, in the Gulf of
Mexico, cobia. The Snapper-Grouper
FMP was prepared by the South
Atlantic Council and the CMP FMP was
prepared by the South Atlantic Council
and the Gulf of Mexico Fishery
Management Council (Gulf Council).
Both the Snapper-Grouper FMP and the
CMP FMP are implemented by NMFS
through regulations at 50 CFR part 622
under the authority of the Magnuson-
Stevens Fishery Conservation and
Management Act (Magnuson-Stevens
Act). The Magnuson-Stevens Act
provides the legal authority for the
promulgation of emergency regulations
under section 305(c) (16 U.S.C. 1855(c)).

Unless otherwise noted, all weights
for vermilion snapper are described in
gutted weight and all weights for king
mackerel are described in both gutted
and round weight.

Background

Vermilion Snapper

The South Atlantic Council manages
vermilion snapper in Federal waters
from the Virginia/North Carolina
boundary, south through the Florida
Keys in the Atlantic Ocean (as described
in 50 CFR 600.105). As revised through
Abbreviated Framework 2 to the
Snapper-Grouper FMP, the commercial
annual catch limit (ACL) for vermilion
snapper is 905,442 1b (410,702 kg) for
2020, and 862,558 1b (391,250 kg) for
2021 (84 FR 14021; April 9, 2019). The
commercial ACL is annually split
equally into a separate commercial
quota for two commercial fishing
seasons; Season 1 is January—June, and
Season 2 is July—December (50 CFR
622.190(a)(4)). The two seasonal quotas
combined equal the commercial ACL.
Any unused quota from Season 1
transfers during the fishing year to
Season 2. There is no provision to allow
the carryover of any unused quota at the
end of Season 2 to the following fishing
year. The current vermilion snapper
commercial trip limit was established
through Regulatory Amendment 27 to
the Snapper-Grouper FMP at 1,000 1b
(454 kg) during Seasons 1 and 2, until
the respective seasonal quota is reached
(85 FR 488, January 27, 2020) (50 CFR
622.191(a)(6)). The latest Southeast
Data, Assessment, and Review (SEDAR)
stock assessment (SEDAR 55) in 2018
indicated that South Atlantic vermilion
snapper is neither overfished nor
undergoing overfishing.

King Mackerel

The South Atlantic Council and the
Gulf Council jointly manage the CMP
FMP, which includes an Atlantic
migratory group of king mackerel and a
Gulf of Mexico migratory group of king
mackerel. Under the CMP FMP, each
Council has the authority to develop
and approve certain measures for its
respective migratory group that are
specific to each region. Atlantic king
mackerel are managed by the South
Atlantic Council in Federal waters from
the Connecticut/Rhode Island/New
York boundary south to the Miami-
Dade/Monroe County, Florida,
boundary (as described in 50 CFR
622.369(a)). The recreational ACL for
Atlantic king mackerel is 8 million 1b
(3,628,739 kg) (50 CFR 622.388(b)(2)(i)).
As described at 50 CFR
622.382(a)(1)(i)(A) and (B), in Federal
waters the recreational bag limit for
Atlantic king mackerel is 3-fish per
person from the Connecticut/Rhode
Island/New York boundary south to the
Georgia/Florida boundary and 2-fish per
person off Florida. The most recent


mailto:nikhil.mehta@noaa.gov
https://www.fisheries.noaa.gov/action/emergency-rule-vermilion-snapper-commercial-trip-limit-atlantic-king-mackerel-recreational
https://www.fisheries.noaa.gov/action/emergency-rule-vermilion-snapper-commercial-trip-limit-atlantic-king-mackerel-recreational
https://www.fisheries.noaa.gov/action/emergency-rule-vermilion-snapper-commercial-trip-limit-atlantic-king-mackerel-recreational

Federal Register/Vol. 85,

No. 181/ Thursday, September 17, 2020/Rules and Regulations

57983

update to the latest stock assessment
(SEDAR 38 Update) in 2020 indicated
that Atlantic king mackerel is neither
overfished nor undergoing overfishing.

Council Emergency Action Requests

In June 2020, the South Atlantic
Council voted to approve and request
two emergency actions. The first request
is to increase the commercial trip limit
for vermilion snapper from 1,000 1b (454
kg), to 1,500 lb (680 kg), in Federal
waters of the South Atlantic Region. The
second request is to increase the
recreational bag limit for Atlantic king
mackerel in Federal waters from 3-fish
per person to 4-fish per person from the
Connecticut/Rhode Island/New York
boundary to the Georgia/Florida
boundary, and from 2-fish per person to
4-fish per person from the Georgia/
Florida boundary to the Miami-Dade/
Monroe County, Florida, boundary.

The commercial landings of vermilion
snapper in 2020 are much lower than
those observed in 2018 and 2019.
Preliminary commercial landings for
2020 show that only 64.5 percent of the
vermilion snapper commercial quota for
Season 1 has been caught, compared
with 88.42 percent of the quota in 2018
and 95.6 percent of the quota in 2019.
The unused portion of this year’s
commercial quota from Season 1 has
been added to the commercial quota for
Season 2 (50 CFR 622.190(a)(4)(iii)).
Consequently, NMFS expects that short-
term management changes such as this
trip limit increase from 1,000 lb (454
kg), to 1,500 lb (680 kg), should help the
commercial sector to harvest a greater
amount of the ACL in 2020 and increase
the likelihood of achieving optimum
yield. NMFS does not expect that an
increase of the commercial trip limit to
1,500 b (680 kg), would result in a
commercial closure in 2020 because of
reaching the adjusted Season 2 quota. It
is possible that continuing the increased
commercial trip limit through this
emergency rule into Season 1 of the
2021 fishing year may result in an early
closure of the commercial sector in
Season 1 in 2021, due to the quota being
reached more quickly. However, that
prediction is very uncertain and
depends on whether the current recent
unforeseen events will improve or
worsen in 2021.

Since 2011, recreational landings of
Atlantic king mackerel have averaged
less than 40 percent of the recreational
ACL. The recreational Atlantic king
mackerel landings for the 2020 fishing
year are also not expected to reach the
recreational ACL of 8 million 1b
(3,628,739 kg). Because of this, NMFS
has determined it is very unlikely that
a temporary increase of the recreational

bag limit will result in the recreational
ACL being exceeded.

Beginning in approximately March
2020, South Atlantic stakeholders have
experienced closures of harbors and
boat ramps with restricted access to
marinas and piers, and other
disruptions to, and declines in, the
restaurant and seafood retail industry,
for-hire trips, and losses to market
access. Since both South Atlantic
vermilion snapper and Atlantic king
mackerel are neither overfished, nor
undergoing overfishing, the South
Atlantic Council requested NMFS to
implement emergency rules to increase
both the commercial trip limit for
vermilion snapper and the recreational
bag limit for Atlantic king mackerel to
provide temporary economic relief for
the fishers and businesses associated
with these fisheries. NMFS has
combined these two emergency action
requests into a single rulemaking in an
effort to reduce the administrative
burden and to provide a timelier
response to the South Atlantic Council’s
request.

Criteria and Justification for Emergency
Action

NMFS’ Policy Guidelines for the Use
of Emergency Rules (62 FR 44421;
August 21, 1997) list three criteria for
determining whether an emergency
exists. Specifically, NMFS’ policy
guidelines require that an emergency:
“(1) Result from recent, unforeseen
events or recently discovered
circumstances; and (2) Present serious
conservation or management problems
in the fishery; and (3) Can be addressed
through emergency regulations for
which the immediate benefits outweigh
the value of advance notice, public
comment, and deliberative
consideration of the impacts on
participants to the same extent as would
be expected under the normal
rulemaking process.” NMFS is issuing
this emergency rule in compliance with
these guidelines to prevent significant
direct economic loss and preserve
significant economic opportunities that
otherwise might be foregone.

At their June 2020 meeting, the South
Atlantic Council reviewed information
about these fisheries and discussed
options to provide relief to commercial
and recreational fishermen from
economic losses to each sector and
associated fishing industries as a result
of the recent unforeseen events
associated with COVID-19 discussed
above that began in approximately
March 2020. These unforeseen events
have adversely affected commercial and
recreational fishermen throughout the
South Atlantic Council’s jurisdiction for

an extended period of time. Commercial
and recreational stakeholders informed
the South Atlantic Council that the
recent events have caused many
individuals, businesses and
communities to suffer significant
economic hardships from lost or
reduced income and fishing
opportunities.

Commercial fishing activity has been
adversely impacted by the loss of
markets and the recent events have not
allowed the commercial sector to
operate normally this year. These events
have also caused serious management
problems by making it more difficult to
achieve optimum yield (OY) for
vermilion snapper.

As previously discussed, NMFS has
determined that preliminary
commercial landings for vermilion
snapper as of July 20, 2020, show only
64.5 percent (291,823 1b (132,369 kg)) of
the commercial quota of 452,721 lb
(205,351 kg) was caught for Season 1
that ended on June 30, 2020, leaving
160,898 1b (72,982 kg) of the Season 1
quota not caught. This unused portion
of the quota from Season 1 was added
to the quota for Season 2 of 452,721 b
(205,351 kg) resulting in an adjusted
Season 2 quota for 2020 of 613,619 1b
(278,333 kg) (50 CFR 622.190(a)(4)(iii)).
A trip limit, which necessarily restrains
harvest under normal conditions, may
be overly restrictive when non-fishery
related circumstances reduce effort, and
may prevent the fishery from achieving
OY and result in the loss of economic
and social benefits derived from the
commercial harvest for vermilion
snapper. NMFS estimates that the
increase in the commercial trip limit for
vermilion snapper would allow
fishermen to increase landings in 2020
by approximately 29,300 1b (13,290 kg),
which is still well under the adjusted
2020 commercial quota for Season 2,
and should not result in an early
commercial closure in 2020. The
increased trip limit would also increase
the likelihood of achieving OY in the
fishery.

NMFS estimates that the increased
trip limit would result in an aggregate
annual increase in ex-vessel revenue of
approximately $120,000, applying an
average price per pound of $4.10 (2019
dollars) for vermilion snapper. This
increase in revenue would accrue to
those commercial vessels with Federal
snapper-grouper permits that harvest
vermilion snapper in excess of the
existing commercial trip limit. On
average, from 2014 through 2019, there
were 215 vessels per year with reported
landings of vermilion snapper from the
South Atlantic and they earned
approximately $63,000 (2019 dollars)
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per vessel in annual ex-vessel revenue
from all species landings combined. The
revenue from the increased trip limit
would provide a significant economic
benefit to some fishing businesses that
have suffered economic hardships from
lost or reduced income and fishing
opportunities in 2020, by helping them
to remain solvent and to recoup some of
their lost income. Increased harvest
opportunities and greater earning
potential per trip may also provide more
employment opportunities for crew.

In addition, the increase in revenue
assumes prices in 2020 are consistent
with recent years and that short-term
fluctuations in the daily supply of
vermilion snapper would not affect
those prices substantially. This
assumption is supported by a recent
economic assessment of fishery
performance conducted by the NMFS
Southeast Fisheries Science Center
Social Science Research Group that
indicated commercial landings of
vermilion snapper and associated ex-
vessel revenue both declined by 37
percent in the first 6 months of 2020
relative to the same time in 2019, while
prices stayed constant. Continuing the
commercial trip limit increase through
this emergency rule into Season 1 of the
2021 fishing year could result in an
early closure of the commercial sector in
Season 1 in 2021, but that prediction is
very uncertain and depends on whether
the current recent unforeseen events
will improve or worsen in 2021. NMFS
determines that implementing this
measure through emergency action
would provide more timely and
significant economic relief and
expanded harvest opportunities to
fishers who have been negatively
impacted for much of the 2020 fishing
year, and that implementing these
benefits through emergency action
outweighs the value of pursuing this
action through the notice and comment
rulemaking process.

Recreational fishers have also been
adversely affected by recent and
unforeseen circumstances. Beginning in
approximately March 2020 and
continuing in many ways to date, South
Atlantic recreational fishers and
associated businesses have had
restricted access to, and closures of,
marinas and piers, along with the
drastically decreased ability for
recreational fishers to utilize charter
vessels and headboats. The charter
vessel and headboat (for-hire) industry
within the recreational sector has been
particularly adversely impacted by these
recent events because of the sector’s
reliance on the tourism trade. Reports
from stakeholders, preliminary
information on headboat effort reviewed

by the South Atlantic Council at their
June 2020 meeting, and preliminary
effort estimates from the NMFS
Southeast Fisheries Science Center all
indicate that effort in the for-hire
component, in particular, has been
severely reduced to date in 2020. For
2020, NMF'S estimates that the January
through April recreational landings for
Atlantic king mackerel are at 70,236 1b
(31,859 kg), round weight. In
comparison, the recreational landings
for March and April combined in 2018
and 2019 were 196,970 1b (89,344 kg),
round weight, and 420,713 lb (190,832
kg), round weight, respectively. In
addition, headboat landings for Atlantic
king mackerel during January through
March of 2020 were 9,534 1b (4,325 kg),
round weight, when for the same
months in 2018 and 2019, headboat
landings were 19,664 1b (8,919 kg),
round weight, and 42,449 1b (19,255 kg),
round weight, respectively.

While the recent unforeseen events
discussed above caused for-hire fishing
businesses to forego, or have
significantly reduced, economic
opportunities, the events also caused
private recreational fishermen to forego,
or have reduced, social opportunities
that occur through private fishing trips.
NMEF'S expects that a temporary increase
of the recreational bag limit should
allow for-hire businesses and
recreational fishermen to recover some
of these missed and reduced
opportunities. Because these recent
events also caused serious management
problems by making it more difficult to
achieve OY for Atlantic king mackerel,
the increased bag limit would also
increase the likelihood of achieving OY
in this fishery.

In addition, NMFS has determined
that increasing the recreational bag limit
to 4-fish per person throughout the
management area for Atlantic king
mackerel should not result in an overage
of the recreational ACL in 2020 or 2021.
NMFS projects the 2020 recreational
landings to be 2,322,448 1b (1,053,445
kg), without an increased bag limit, and
estimates that increasing the bag limit to
4-fish per person would increase
landings by an additional 638,034 1b
(289,407 kg) over the course of the 180
days of the emergency rule. With
respect to the 2020 fishing year, this
results in an additional 432,700 lb
(196,269 kg) landed, for an estimation of
2,755,148 1b (1,249,714 kg) for 2020
landings. For the 2021 fishing year, this
action would result in an additional
205,334 1b (93,138 kg) landed, resulting
in estimated landings of 2,527,782 lb
(1,146,582 kg) for 2021. The recreational
landings increase of 638,034 1b (289,407
kg) equates to approximately 71,956

additional fish. By increasing the bag
limits and applying available
willingness to pay estimates for a 3rd
and 4th Atlantic king mackerel kept on
an angler trip of $70.38 and $51.87
(2019 dollars), respectively, NMFS
estimates a total increase in consumer
surplus to recreational anglers of
approximately $3.7 million to $5
million (2019 dollars). The estimate of
increased recreational landings for 2020
would still be less than the recreational
ACL of 8.0 million 1b (3,628,739 kg). In
addition, the increased bag limit would
allow more fish on a for-hire trip, which
may improve charter vessel and
headboat trip productivity and overall
efficiency as there would be more fish
caught per trip. The bag limit increase
could make trips more desirable to
private recreational fishermen as well,
leading to an increase in demand for
trips, and in turn, an increase in net
operating revenue for charter vessel and
headboat businesses that have
undergone recent business losses as a
result of the unforeseen circumstances
discussed above. Increased recreational
bag limits that result in an increased
number of private and for-hire trips
could also have positive indirect effects
on recreational coastal communities by
providing more job opportunities for
crew and more recreational purchases of
bait, tackle, ice, and fuel. As with the
vermilion snapper trip limit increase,
the South Atlantic Council determined
that increasing the Atlantic king
mackerel bag limit through emergency
action would provide more timely
significant economic relief and
expanded harvest opportunities and
social benefits to fishers, including for-
hire businesses and communities, who
have been negatively impacted by recent
events for much of the 2020 fishing
year. NMFS determines that
implementing these benefits through
emergency action outweighs the value
of pursuing this action through the
notice and comment rulemaking
process.

NMEFS has determined that increasing
the vermilion snapper commercial trip
limit and Atlantic king mackerel
recreational bag limit as described meets
the requirements of the Magnuson-
Stevens Act and NMFS’s Policy
Guidelines for the Use of Emergency
Rules.

Management Measures Contained in
this Temporary Rule

This temporary rule would increase
the commercial trip limit for vermilion
snapper from 1,000 1b (454 kg) to 1,500
b (680 kg) in Atlantic Federal waters
from the Virginia/North Carolina
boundary through Florida. This
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temporary rule would also increase the
Atlantic king mackerel recreational bag
limit from 3-fish per person to 4-fish per
person in Federal waters from the
Connecticut/Rhode Island/New York
boundary to the Georgia/Florida
boundary, and from 2-fish per person to
4-fish per person in Federal waters from
the Georgia/Florida boundary to the
Miami-Dade/Monroe County, Florida,
boundary. Implementing these measures
through emergency action would allow
for increased significant economic relief
as well as expanded harvest
opportunities and social benefits that
would otherwise not be realized in time
to be of benefit in 2020 to South
Atlantic commercial vermilion
fishermen and Atlantic recreational king
mackerel fishermen.

This temporary rule is issued without
the opportunity for prior notice and
public comment. The Magnuson-
Stevens Act authorizes emergency
action to be implemented for an initial
period of 180 days and then
subsequently extended for up to another
186 days under certain conditions.
NMFS does not expect an extension for
these measures and this temporary rule
does not contain the needed measures to
allow for an extension of this emergency
action.

Classification

This action is issued pursuant to
section 305(c) of the Magnuson-Stevens
Act, 16 U.S.C. 1855(c). The Assistant
Administrator for Fisheries, NOAA has
determined that this emergency action
is consistent with the Magnuson-
Stevens Act, the Snapper-Grouper and
CMP FMPs, and other applicable law.
This action is being taken pursuant to
the emergency provisions of the
Magnuson-Stevens Act and is exempt
from Office of Management and Budget
review.

This emergency rule is exempt from
the procedures of the Regulatory
Flexibility Act because the rule is not
subject to the requirement to provide
prior notice and opportunity for public
comment pursuant to 5 U.S.C. 553 or
any other law. Accordingly, no
regulatory flexibility analysis is required
and none has been prepared.

The Assistant Administrator for
Fisheries, NOAA finds good cause,
pursuant to 5 U.S.C. 553(b)(B), to waive
prior notice and the opportunity for
public comment as it is impracticable
and contrary to the public interest.
Commercial and for-hire fishing
businesses and recreational anglers are
in immediate need of significant
economic relief as a result of recent
unforeseen events and circumstances.
Beginning in approximately March

2020, South Atlantic stakeholders have
experienced closures of harbors and
boat ramps and other disruptions to,
and declines in, market demand for
seafood and for-hire trips. Providing
prior notice and opportunity for public
comment would preclude implementing
the measures contained in this
temporary rule in time to be of benefit
as soon as possible in 2020. Notice-and-
comment rulemaking is contrary to the
public interest under these
circumstances as these entities have
already been experiencing negative
impacts for the majority of 2020 and
delays in implementation would only
add to the adverse impacts if not
implemented as soon as possible. This
temporary rule increases the
commercial trip limit for vermilion
snapper from 1,000 1b (454 kg) to 1,500
Ib (680 kg) in the South Atlantic. This
temporary rule also increases the
Atlantic king mackerel recreational bag
limit from 3-fish per person to 4-fish per
person from the Connecticut/Rhode
Island/New York boundary to the
Georgia/Florida boundary, and from 2-
fish per person to 4-fish per person from
the Georgia/Florida boundary to the
Miami-Dade/Monroe County, Florida,
boundary. These changes are expected
to provide some immediate and
significant economic relief, as well as
increased harvest opportunities for the
South Atlantic vermilion snapper
commercial sector and the Atlantic king
mackerel recreational sector without
increasing the risk of overfishing to
either stock. NMFS estimates that the
increased commercial trip limit for
vermilion snapper would result in an
aggregate annual increase in ex-vessel
revenue of approximately $120,000
(2019 dollars) in 2020. NMFS also
estimates that the increase in the
Atlantic king mackerel bag limit would
result in a total increase in consumer
surplus to recreational anglers of
approximately $3.7 million to $5
million (2019 dollars). The bag limit
increase could make trips more
desirable to anglers as well, leading to
an increase in demand for for-hire trips,
and in turn, an increase in net operating
revenue for charter vessel and headboat
businesses that have undergone recent
business losses from unforeseen
circumstances. Immediate
implementation of this action also
provides a greater opportunity to
achieve optimum yield for each stock.
For the same reasons stated above, the
Assistant Administrator for Fisheries,
NOAA also finds good cause under 5
U.S.C. 553(d)(3) to waive the 30-day
delay in the date of effectiveness of the
action. In addition, because this rule

relieves a restriction by increasing the
current South Atlantic vermilion
snapper commercial trip limit and
Atlantic king mackerel recreational bag
limit, it is also appropriate to waive the
30-day delayed effectiveness provision
of the Administrative Procedure Act
pursuant to 5 U.S.C. 553(d)(1).

List of Subjects in 50 CFR Part 622

Atlantic, Bag limits, Commercial,
Fisheries, Fishing, King mackerel,
Recreational, Trip limits, Vermilion
snapper.

Dated: September 11, 2020.
Samuel D. Rauch III,

Deputy Assistant Administrator for
Regulatory Programs, National Marine
Fisheries Service.

For the reasons set out in the
preamble, 50 CFR part 622 is amended
as follows:

PART 622—FISHERIES OF THE
CARIBBEAN, GULF OF MEXICO, AND
SOUTH ATLANTIC

m 1. The authority citation for part 622
continues to read as follows:

Authority: 16 U.S.C. 1801 et seq.
m 2.In §622.191, suspend paragraph

(a)(6) and add paragraph (a)(16) to read
as follows:

§622.191 Commercial trip limits.
* * * * *
(a) * *x %

(16) Vermilion snapper. Until the
applicable commercial quota specified
in §622.190(a)(4) is reached—1,500 1b
(680 kg), gutted weight. See
§622.190(c)(1) for the limitations
regarding vermilion snapper after the
applicable commercial quota is reached.

m 3.1In § 622.382, suspend paragraphs
(a)(1)({)(A) and (B) and add paragraph
(a)(1)()(C) to read as follows:

§622.382 Bag and possession limits.
* * * * *

a)***

1) * *x %

i) *

C) Mid-Atlantic, South Atlantic, and
off Florida—4.

* * * * *

(
(
(
(

[FR Doc. 2020-20499 Filed 9-16—20; 8:45 am]|
BILLING CODE 3510-22-P



57986

Federal Register/Vol. 85, No. 181/ Thursday, September 17, 2020/Rules and Regulations

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 648
[Docket No.: 200910-0238]
RIN 0648-BJ79

Fisheries of the Northeastern United
States; Monkfish; Framework
Adjustment 12

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Final rule.

SUMMARY: We are implementing
specifications submitted by the New
England and Mid-Atlantic Fishery
Management Councils in Framework
Adjustment 12 to the Monkfish Fishery
Management Plan. This action sets
monkfish specifications for fishing year
2020 and projects specifications for the
2021 and 2022 fishing years. This action
is needed to establish allowable
monkfish harvest levels that will
prevent overfishing.

DATES: These final specifications for the
2020 monkfish fishery are effective
October 19, 2020.

ADDRESSES: Copies of the Framework 12
document, including the Regulatory
Flexibility Act Analysis and other
supporting documents for the
specifications, are available from
Thomas A. Nies, Executive Director,
New England Fishery Management
Council, 50 Water Street, Mill 2,
Newburyport, MA 01950. The
specifications document is also
accessible via the internet at: https://

www.nefmc.org/management-plans/
monkfish.

FOR FURTHER INFORMATION CONTACT:
Allison Murphy, Fishery Policy Analyst,
(978) 281-9122.

SUPPLEMENTARY INFORMATION:

Background

The New England and the Mid-
Atlantic Fishery Management Councils
jointly manage the monkfish fishery
under the Monkfish Fishery
Management Plan (FMP). The New
England Council has the administrative
lead for the FMP. The fishery extends
from Maine to North Carolina from the
coast out to the end of the continental
shelf. The Councils manage the fishery
as two management units, with the
Northern Fishery Management Area
(NFMA) covering the Gulf of Maine and
northern part of Georges Bank, and the
Southern Fishery Management Area
(SFMA) extending from the southern
flank of Georges Bank through Southern
New England and into the Mid-Atlantic
Bight to North Carolina.

The monkfish fishery is primarily
managed by landing limits and a yearly
allocation of monkfish days-at-sea
calculated to enable vessels
participating in the fishery to catch, but
not exceed, the target total allowable
landings (TAL) and the annual catch
target (ACT). The ACT is the TAL plus
an estimate of expected discards, for
each management area. Both the ACT
and the TAL are calculated to maximize
yield in the fishery over the long term.

Approved Measures
1. Specifications

We are approving adjustments to the
NFMA and SFMA quotas for fishing

year 2020 (Table 1), based on the
Councils’ recommendations. We are also
projecting these quotas for fishing years
2021 and 2022. In August 2019, the New
England Council’s Scientific and
Statistical Committee (SSC)
recommended acceptable biological
catch levels in the NFMA and SFMA for
fishing years 2020-2022. The Councils
approved the specifications during their
fall 2019 meetings. Both Councils’
recommendations for the 2020-2022
monkfish specifications are based on the
results of the 2019 assessment update
and the recommendations of the SSC.

The Councils recommended a 10-
percent increase in the acceptable
biological catch and annual catch limit
in the NFMA and status quo acceptable
biological catch and annual catch limit
in the SFMA, when compared to the
2017-2019 specifications. Discards,
calculated using a moving average of the
most recent three years of data,
increased in both areas, but more
significantly in the SFMA. Data indicate
that this substantial increase is due to
the large 2015 monkfish year class being
discarded by scallop dredge gear. After
accounting for discards, the Councils
recommend a 5-percent increase in the
TAL for the NFMA and a 35-percent
decrease in the TAL for the SFMA.
Despite these changes, both Councils
recommend no adjustments to day-at-
sea allocations or landing limits. The
small increase in the NFMA is expected
to convert fish that were discarded in
previous fishing years into landings.
The Councils do not expect the lower
SFMA TAL to be constraining because
SFMA landings have been lower than
the 2020 TAL since 2008.

TABLE 1—APPROVED FRAMEWORK 12 SPECIFICATIONS

NFMA SFMA
Catch limits Percent Percent
2020-2022 2020-2022
h f h f

specs (mt) ¢ arzl%(;:grom specs (mt) ¢ arzl%(;:grom
Acceptable Biological Catch 8,351 10 12,316 0
Annual Catch Limit ............... 8,351 10 12,316 0
Management Uncertainty ...........cccocoviiiiiiniiiiieieee e 3 percent | ....cooeeiiiiiinnne 3 percent | ....cooeiiiiiiinenne
Annual Catch Target (Total Allowable Landings + discards) ..........cccccceeveenee. 8,101 10 11,947 0
[0 Yo [ (o <SPS 1ATT | e 6,065 107
Total Allowable LandingS ........ooiiiiiiiiiie ettt 6,624 5 5,882 -35

At the end of each fishing year, we
evaluate catch information and
determine if the quota has been
exceeded. If a quota is exceeded, the
regulations at 50 CFR 648.96(d) require
the Councils to revise the monkfish ACT
if it is determined that the annual catch

limit was exceeded in any given year, or
for NMFS to revise the monkfish ACT

if the Councils fail to take action. We
would publish a notice in the Federal
Register of any revisions to these
proposed specifications if an overage
occurs. We expect, based on preliminary

2019 year end accounting, that no
adjustment is necessary. We will
provide notice of the 2021 and 2022
quotas prior to the start of each
respective fishing year.

2. Regulatory Corrections
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Using our authority under section
305(d) of the Magnuson-Stevens Fishery
Conservation and Management Act, we
are clarifying trip declaration
requirements at 50 CFR 648.10 for
vessels making trip declarations through
the interactive voice response system.
Regulations require vessels using a
vessel monitoring system to submit a
trip declaration less than 1 hour prior to
leaving port. No timeframe is specified
in the regulations for vessels using the
interactive voice response system. This
rule clarifies that declarations using
either system must be made less than 1
hour prior to leaving port. This
requirement is intended to make the
declaration requirements consistent for
all monkfish fishery participants.

Additionally, we are using the same
authority to correct the monkfish
incidental catch limits in four Northeast
multispecies exempted fisheries
specified in § 648.80. In the final rule
implementing Amendment 5 to the
Monkfish FMP (76 FR 30265; May 25,
2011), we updated the tail-to-whole-
weight (landed) conversion factor from
3.32 to 2.91, and applied this updated
conversion to the monkfish possession
limits in § 648.94. However, we
inadvertently failed to update the
incidental monkfish possession limits
for the Northeast multispecies exempted
fisheries at §§ 648.80(a)(6)(1)(B),
(a)(10)(i)(D), (b)(3)(i1), and (h)(3)(iii)(A).
Through this final rule, we are
correcting the incidental monkfish
whole weight possession limits using
the 2011 conversion factor.

Comments and Responses

The public comment period for the
proposed rule (85 FR 39157; June 30,
2020) ended on July 30, 2020. No
comments were received on the
proposed rule.

Changes From the Proposed Rule

There are no changes from the
proposed rule.

Classification

Pursuant to section 304(b)(1)(A) of the
Magnuson-Stevens Act, the NMFS
Assistant Administrator has determined
that this final rule is consistent with the
Monkfish FMP, Framework 12,
provisions of the Magnuson-Stevens
Act, and other applicable law.

This final rule has been determined to
be not significant for purposes of
Executive Order 12866.

This final rule is not an Executive
Order 13771 regulatory action because
this action is not significant under
Executive Order 12866.

The Chief Counsel for Regulation of
the Department of Commerce certified

to the Chief Counsel for Advocacy of the
Small Business Administration during
the proposed rule stage that this action
would not have a significant economic
impact on a substantial number of small
entities. The factual basis for the
certification was published in the
proposed rule and is not repeated here.
No comments were received regarding
this certification. As a result, a
regulatory flexibility analysis was not
required and none was prepared.

This final rule contains no
information collection requirements
under the Paperwork Reduction Act of
1995.

List of Subjects in 50 CFR Part 648
Fisheries, Fishing.
Dated: September 11, 2020.

Samuel D. Rauch III,

Deputy Assistant Administrator for

Regulatory Programs, National Marine
Fisheries Service.

For the reasons set out in the
preamble, 50 CFR part 648 is amended
as follows:

PART 648—FISHERIES OF THE
NORTHEASTERN UNITED STATES

m 1. The authority citation for part 648
continues to read as follows:

Authority: 16 U.S.C. 1801 et seq.

m 2. In § 648.10, revise paragraph (h)(1)
introductory text to read as follows:

§648.10 VMS and DAS requirements for
vessel owners/operators.
* * * * *

(h) * k *

(1) Less than 1 hr prior to leaving
port, for vessels issued a limited access
NE multispecies DAS permit or, for
vessels issued a limited access NE
multispecies DAS permit and a limited
access monkfish permit (Category C, D,
F, G, or H), unless otherwise specified
in paragraph (h) of this section, or an
occasional scallop permit as specified in
this paragraph (h), and, less than 1 hr
prior to leaving port, for vessels issued
a limited access monkfish Category A or
B permit, the vessel owner or authorized
representative must notify the Regional
Administrator that the vessel will be
participating in the DAS program by
calling the call-in system and providing
the following information:

* * * * *

m 3.In §648.80, revise paragraphs
(a)(6)(i)(B), (a)(10)(1)(D), (b)(3)(ii), and
(h)(3)(iii)(A) to read as follows:

§648.80 NE Multispecies regulated mesh
areas and restrictions on gear and methods
of fishing.

* * * * *

(a) * ok
(6) * ok
( * ok

* % ox

i
(B) An owner or operator of a vessel
fishing in this area may not fish for,
possess on board, or land any species of
fish other than whiting and offshore
hake combined—up to a maximum of
30,000 1b (13,608 kg), except for the
following, with the restrictions noted, as
allowable incidental species: Atlantic
herring, up to the amount specified in
§ 648.204; longhorn sculpin; squid,
butterfish, and Atlantic mackerel, up to
the amounts specified in § 648.26; spiny
dogfish, up to the amount specified in
§648.235; red hake, up to the amount
specified in § 648.86(d), monkfish and
monkfish parts—up to 10 percent, by
weight, of all other species on board or
up to 50 1b (23 kg) tail-weight/146 1b (66
kg) whole-weight of monkfish per trip,
as specified in § 648.94(c)(4), whichever
is less; and American lobster—up to 10
percent, by weight, of all other species
on board or 200 lobsters, whichever is
less, unless otherwise restricted by
landing limits specified in § 697.17 of
this chapter.

—

* * * * *
(10) * k%
(i) EE

(D) Incidental species provisions. The
following species may be possessed and
landed, with the restrictions noted, as
allowable incidental species in the
Nantucket Shoals Dogfish Fishery
Exemption Area: Longhorn sculpin;
silver hake—up to 200 lb (90.7 kg);
monkfish and monkfish parts—up to 10
percent, by weight, of all other species
on board or up to 50 lb (23 kg) tail-
weight/146 1b (66 kg) whole-weight of
monkfish per trip, as specified in
§648.94(c)(4), whichever is less;
American lobster—up to 10 percent, by
weight, of all other species on board or
200 lobsters, whichever is less, unless
otherwise restricted by landing limits
specified in § 697.17 of this chapter; and
skate or skate parts—up to 10 percent,
by weight, of all other species on board.

* * * * *

(b) * 0k %

(3) * k%

(ii) Possession and net stowage
requirements. Vessels may possess
regulated species while in possession of
nets with mesh smaller than the
minimum size specified in paragraphs
(a)(4) and (b)(2) of this section when
fishing in the SNE Exemption Area
defined in paragraph (b)(10) of this
section, provided that such nets are
stowed and are not available for
immediate use as defined in §648.2,
and provided that regulated species
were not harvested by nets of mesh size
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smaller than the minimum mesh size
specified in paragraphs (a)(4) and (b)(2)
of this section. Vessels fishing for the
exempted species identified in
paragraph (b)(3)(i) of this section may
also possess and retain the following
species, with the restrictions noted, as
incidental take to these exempted
fisheries: Conger eels; sea robins; black
sea bass; red hake; tautog (blackfish);
blowfish; cunner; John Dory; mullet;
bluefish; tilefish; longhorn sculpin;
fourspot flounder; alewife; hickory
shad; American shad; blueback herring;
sea raven; Atlantic croaker; spot;
swordfish; monkfish and monkfish
parts—up to 10 percent, by weight, of
all other species on board or up to 50
1b (23 kg) tail-weight/146 1b (66 kg)
whole weight of monkfish per trip, as
specified in § 648.94(c)(4), whichever is
less; American lobster—up to 10
percent, by weight, of all other species
on board or 200 lobsters, whichever is
less; and skate and skate parts (except
for barndoor skate and other prohibited
skate species (see §§ 648.14(v)(2) and
648.322(g))—up to 10 percent, by
weight, of all other species on board.
(h) * ok %
(3) * x %
(iii)
(A) A vessel fishing in the Scallop
Dredge Fishery Exemption Areas
specified in paragraphs (h)(3)(i) and (ii)
of this section may not fish for, possess
on board, or land any species of fish
other than Atlantic sea scallops and up
to 50 1b (23 kg) tail weight or 146 1b (66
kg) whole weight of monkfish per trip.

* * * * *

* % %

[FR Doc. 2020-20415 Filed 9-16-20; 8:45 am]
BILLING CODE 3510-22-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 665
[Docket No. 200908-0235]
RIN 0648-BJ27

Pacific Island Fisheries; Sea Turtle
Limits in the Hawaii Shallow-Set
Longline Fishery

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Department of Commerce.

ACTION: Final rule.

SUMMARY: This final rule revises
measures that govern interactions
between the Hawaii shallow-set pelagic

longline fishery and sea turtles. This
rule lowers the annual fleet interaction
limit (“hard cap”) for leatherback sea
turtles from 26 to 16, and removes the
annual fleet hard cap for North Pacific
loggerhead turtles. This rule also creates
individual trip interaction limits of two
leatherback and five North Pacific
loggerhead turtle interactions, with
accountability measures for reaching a
limit. This rule provides managers and
fishermen with the necessary tools to
respond to and mitigate changes in
North Pacific loggerhead and
leatherback turtle interactions to ensure
a continued supply of fresh domestic
swordfish to U.S. markets, consistent
with the conservation needs of these sea
turtles. This action also ensures that the
Hawaii shallow-set longline fishery
operates in compliance with the
conditions of a recent biological opinion
(BiOp).

DATES: This rule is effective September
17, 2020.

ADDRESSES: Copies of Amendment 10 to
the Fishery Ecosystem Plan for Pelagic
Fisheries of the Western Pacific (FEP)
and supporting documents are available
at www.regulations.gov, or from the
Western Pacific Fishery Management
Council, 1164 Bishop St., Suite 1400,
Honolulu, HI 96813, tel 808—522—-8220,
fax 808-522-8226, www.wpcouncil.org.
FOR FURTHER INFORMATION CONTACT:
Joshua Lee, NMFS PIR Sustainable
Fisheries, 808—725-5177.
SUPPLEMENTARY INFORMATION: The
Hawaii shallow-set pelagic longline
fishery primarily targets swordfish
(Xiphias gladius) on the high seas in the
North Pacific Ocean. The Council and
NMFS manage the fishery under the
FEP and implementing regulations, as
authorized by the Magnuson-Stevens
Fishery Conservation and Management
Act. The fishery occasionally hooks or
entangles protected species, including
sea turtles. To address these
interactions, NMFS has implemented
conservation and management
measures, including limits on the
number of interactions allowed between
the fishery and leatherback and North
Pacific loggerhead sea turtles.

On June 26, 2019, NMFS issued a
BiOp on the effects of the shallow-set
fishery on marine species listed under
the Endangered Species Act (ESA). The
BiOp includes measures required to
minimize the effects of incidental take.
This rule implements some of those
measures. This rule revises the annual
fleet hard cap for leatherback sea turtles
from 26 to 16. If the fleet reaches this
limit, NMFS would close the fishery for
the remainder of the calendar year. This
rule also removes the annual fleet hard

cap on North Pacific loggerhead turtle
interactions because it is not necessary
at this time for the conservation of this
species. If the fishery exceeds the
Incidental Take Statement (ITS) for any
species in the current valid BiOp, NMFS
would reinitiate ESA Section 7
consultation for that species. Finally,
this rule establishes limits of two
leatherback and five loggerhead turtles
per vessel per individual fishing trip. If
a vessel reaches either sea turtle limit
during a fishing trip, it must
immediately stop fishing and return to
port, and may not resume shallow-
setting until it meets certain
requirements. Additional restrictions
apply to vessels that might reach a trip
limit twice in a calendar year.

All other requirements in this fishery
continue, and NMFS will continue to
monitor the Hawaii shallow-set longline
fishery. You may find additional
background information on this action
in the preamble to the proposed rule (85
FR 6131, February 4, 2020), and it is not
repeated here.

Comments and Responses

On January 23, 2020, NMFS
published a notice of availability (NOA)
for Amendment 10, including an
environmental assessment (EA), and
request for public comments (85 FR
3889); the comment period ended
March 23, 2020. On February 4, 2020,
NMEFS published a proposed rule that
would implement the management
measures described in Amendment 10
(85 FR 6131). That comment period
ended on March 20, 2020. NMFS
received comments from individuals,
the fishing industry and non-
governmental organizations, and a
petition with signatures, and responds
below. Additionally, NMFS received
and considered all comments requesting
additional minor corrections and
clarifications when finalizing
Amendment 10 and the EA associated
with this final action.

Comment 1: NMFS unlawfully failed
to apply the best scientific information
available when it “failed” to consider a
population viability analysis (PVA)
model of leatherback and loggerhead
trends with and without fishery
mortalities. NMFS “refused” to model
sea turtle trends with mortalities
because it could not explain why the
fisheries’ impacts would not accelerate
the species’ decline. As a result, the
biological opinion merely describes the
proportion of the adult population and
total population that the fishery is
expected to kill at benchmark intervals,
which is the approach invalidated in
TIRN v. NMFS, 878 F3d 725 (9th Cir.
2017). Moreover, the Ninth Circuit has


http://www.regulations.gov
http://www.wpcouncil.org

Federal Register/Vol. 85,

No. 181/ Thursday, September 17, 2020/Rules and Regulations

57989

held that where baseline conditions
already jeopardize a species, an agency
may not take action that deepens the
jeopardy by causing additional harm.
NWF v. NMFS, 524 F3d 918 (9th Cir.
2008). Without any valid scientific
analysis, there is no basis for NMFS to
conclude that fishery mortalities would
not jeopardize loggerhead or leatherback
sea turtles. The PVA take model
finalized after the biological opinion
was completed confirms that the action
accelerates species decline and is
therefore jeopardizing.

Response: In conducting the
consultation required by Section 7 of
the ESA, NMFS is required to use the
best scientific and commercial data
available. NMFS met this mandate. As
described in more detail below, the type
of analysis envisioned by the requester
is neither a singular nor a simple
analysis. Rather, it involves the creation
of three separate models. By the time
the biological opinion was issued in
June of 2019, NMFS had two of the
three models (including a PVA model)
and took them into account in the
development of the biological opinion.
The final model was not available until
March 2020, several months after the
biological opinion was issued.

Importantly, the model the
commenter alludes to is actually
composed of three separate modeling
elements, which must occur
sequentially and cannot be performed
simultaneously. First, a Bayesian model
or prediction of the number of future
interactions that each species would be
likely to have with shallow-set vessels
must be developed; then, a PVA must be
developed for the entire population;
step three is the development of the
final model, the so-called ‘‘take model.”
This is a mortality model that requires
backing out information on the fishery
that is already incorporated into the
PVA, to avoid the “double-counting” of
the fishery impact, and recomputing the
trend, with and without the fishery.
This take model was not available until
March 2020.

While the first two elements of this
overall modeling were available and
considered as part of the biological
opinion, NMFS recognized that there
were important limitations to the
modeling that needed to be taken into
account. Initially, NMFS was concerned
that drawing inferences from models
developed with incomplete trend data
representing less than one generation
and virtually no demographic data,
would give the appearance of precision
when, in fact, data on loggerhead and
leatherback sea turtles are insufficient to
develop reliable models of the effect of
“take” pre- and post-fishery.

This issue has long been a source of
concern to the scientific community,
and is discussed at length in the
National Research Council 2010
publication, ““Assessment of Sea-Turtle
Status and Trends: Integrating
Demography and Abundance.” More
than 10 years ago, the National
Academies of Sciences gathered
together a team of international
scientists to discuss sea turtle
assessments and models, and
underlying the entire review is one
singular problem—that sea turtle
modeling and analysis that has been
done has had to “compensate for a
debilitating lack of data (NRC 2010).”
Although progress has been made, this
data problem persists as there continues
to be a substantial lack of demographic
data available on sea turtles.

Importantly, for most sea turtle
populations, there are no or very limited
population-specific demographic data,
such as life-stage durations or survival
rates. This is true of loggerhead and
leatherback sea turtles, as considered in
the BiOp. Appropriate data on vital
rates are critical for sea turtle
population estimation, because nest
count data and adult nesters represent
only a very small fraction of the total
population. “These are clear reasons not
to put too much confidence in the
assessment of trends in nesting
numbers, even if it uses the “best
available data” in a careful and rational
way”’ (Crowder 2018).

Recognizing the inherent limitations
in modeling with limited demographic
data, and because NMFS was cautious
about the falsely implied precision of
converting all individual turtles that
interact with the fishery to an estimated
number of adult nester equivalents so as
to establish a common currency by
which to evaluate the effect of the
fishery against the PVA, NMFS
determined that the information
available in June 2019 (i.e., the first two
models) was sufficient to conduct a
jeopardy analysis without delaying the
consultation further until the third
model (the take model) was available.
NMF'S was also concerned that a third
model could compound the error
inherent in the PVA, discounting the
importance of the injury and death of
individual turtles at ages younger than
adults and give the false appearance of
precision around the model estimates.

Contrary to the commenter’s
suggestion, NMFS did not “fail”” to
develop the third model. The third
model was ultimately developed and
produced nine months later. It was peer
reviewed and it supported the “no
jeopardy”’ conclusions in the biological
opinion. Further, the model was

deemed the “best available science” by
the Council’s Scientific and Statistical
Committee (SSC) although their role
was to look at its usefulness under the
Magnuson Act as opposed to the
Endangered Species Act.

The PVA model in question relies
solely on trends in annual nest counts
from a subset of beaches considered
representative for each species
(leatherbacks and loggerheads). Nest
counts are then converted to individual
nesters and these numbers are used to
predict trends in the populations. The
NRC notes that methods based on
reproductive value (or adult
equivalents), such as used in the PVA
model, are best used for relative
comparisons within species to set
priorities for research or conservation
effort, rather than attempts at
quantitative assessment of threats or
setting take limits, as this could
‘discount’ takes of some turtles.

Development of the first two models
took about nine months to complete,
and consultation was initiated after the
completion of the first model.
Consultation timelines were running
while the second (PVA) model was in
development. The consultation was
extended more than six months to allow
completion of the second model. Based
on the data and models available at the
time, NMFS was able to conclude its
consultation without waiting a further
nine months on the third model.

The commenter’s claim regarding
TIRN v. NMFS is also in error. Contrary
to the comment, NMFS did not merely
employ the same analytical method as
addressed in TIRN v. NMFS. The
analytical method the commenter refers
to describes the proportion of the adult
population and total population that the
fishery is expected to kill at benchmark
intervals. Instead, when developing the
BiOp on the shallow-set longline
fishery, NMFS analyzed the effect of the
action on several demographically
important subsets of the total
population: The adult population, the
portion of the adult population
represented by females only, the
proportion of the population
represented by unique life history types
(summer nesters, summer nester adults
and summer nester females), and the
potential to disproportionately affect a
subpopulation or breeding aggregation
(e.g., Ryuku loggerhead sea turtles).

Importantly, NMFS evaluated these
effects under four scenarios: The current
population size, and three different
future population numbers (50, 25, and
12.5 percent of the current population
size). This was done to ensure that all
impacts considered in the Status of the
Species, Baseline and Cumulative
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Effects sections, including other
federally authorized fisheries and
foreign fisheries, were appropriately
factored into the evaluation. In other
words, consistent with the ESA
implementing regulations and the
approach to the assessment as described
in the BiOp, NMFS examined the effect
of the action on numbers (e.g., total
abundance, numbers of adults, numbers
of females), reproduction (e.g., numbers
of females and reproductive adults), and
distribution (e.g., subpopulations and
unique life histories) over a 40-year time
horizon (under the assumption of
continued degradation of the baseline
conditions) and each of these analyses
led us to conclude that the small
number of animals that would be taken
by the shallow-set longline fishery
would not, directly or indirectly, reduce
appreciably the likelihood of both the
survival and recovery of any listed
species in the wild by reducing the
reproduction, numbers or distribution of
that species. This analysis did not
discount or remove some of the animals
from its assessment because they were
suspected of being juveniles or sub-
adults that would be unlikely to survive
to reproduction (adult nester
equivalents). Because there is no
reliable known size threshold for an
adult, and we do not know that age and
stage survival rates would apply to a
subset of the population that is affected
by the fishery, and we do not know age
and stage survival rates for loggerhead
and leatherback sea turtles, the BiOp
assumed that each individual turtle that
the fishery interacts with has the same
chance of reaching its full reproductive
potential as the next. In other words,
juvenile sea turtles were not considered
less important than an adult and the
interaction with animals suspected of
being in the juvenile age-class were not
discounted in the BiOp.

The commenter also points to the
Ninth Circuit’s dicta regarding “‘baseline
jeopardy.” NMFS believes that the
Court’s use of this term misconstrues
the analytical standard that must be
applied for a valid Section 7 analysis.
To determine whether an action will
jeopardize the continued existence of a
species, NMFS must assess the effects of
a Federal agency action by adding those
effects to the environmental baseline.
Jeopardy occurs when the effects of the
action together with the environmental
baseline show that the action
appreciably reduces the species’
likelihood of survival or recovery. The
ESA does not recognize a species’ status
as being in a pre-determined condition
of jeopardy. As NMFS explained in the
proposed (83 FR 35178, July 25, 2018)

and final (84 FR 44976, August 27,
2019) Section 7 rules, the ESA does not
recognize a baseline state of jeopardy.
Rather, the ESA is concerned with the
action’s effects, and whether those
effects appreciably reduce the
likelihood of the species’ survival or
recovery in the wild.

While our PVA illustrates that long-
term persistence of the leatherback sea
turtle is precarious, the proper inquiry
is whether the action causes new harm
that is consequential to the species’
viability. Minor impacts to the species’
pre-action condition are not
jeopardizing if they do not result in
consequential reductions in numbers,
reproduction, or distribution at the
species level. NMFS too is concerned
with the long-term status of the
leatherback sea turtle. However, to
complete its evaluation of the action
under ESA Section 7, NMFS
appropriately relied upon its
understanding of ecological theory and
experience with population growth or
decline, which is captured by the
fundamental equation: N; = Ny + (Births
+ Immigration) — (Deaths + Emigration).

Every population model derives from
this equation (the “BIDE” equation).
The BIDE equation reveals the error in
asserting that the added loss of a few
individuals from a population that
exhibits a declining trend necessarily
“jeopardizes” the continued existence
of a population or species. A declining
trend means that the ratio between N;
and Ny is less than 1.0 (or substantially
less than 1.0, if we consider year-to-year
variation). However, a population
experiencing such a decline still has
births and, in some cases, immigration.
To illustrate, a small number of deaths
would not alter the trajectory of even a
declining population if the number of
births exceeds the number of deaths in
the same time interval (or if recruitment
into a life history stage exceeds the
number of deaths in that stage). The
implication of the BIDE equation is that
even if “tipping points” are nominally
identified and quasi-extinction
thresholds (QETSs) estimated, factors that
influence productivity outside of our
knowledge and control can shift
abundance upward, making both
constructs invalid.

NMFS analyses were complete given
the available data, and NMFS correctly
analyzed the effects of the action on the
species’ viability. Because of its
concerns about the paucity of data,
NMFS examined several reasonable
step-down scenarios relative to the
numbers, distribution, and reproduction
of the species. NMFS remains confident
in its conclusion that the small number
of mortalities, even for the leatherback

sea turtle and even though there is a
measurable reduction in numbers
associated with the proposed action,
would not appreciably reduce the
species’ likelihood of survival or
Tecovery.

This conclusion is borne out in the
third model (the take portion of the PVA
model), which the commenter
references. Although the take model was
not available when the BiOp issued,
subsequent analysis using the model
confirms the BiOp’s conclusions that
the action is not expected to directly or
indirectly reduce appreciably the
likelihood of either the survival or
recovery of leatherback or loggerhead
sea turtles in the wild. In other words,
the likelihood of survival and recovery
remains relatively constant with or
without the action.

Although the take model suggests that
there is a difference between the ‘“no
take (PVA)” model and the ‘“take”
model for leatherbacks, the modeled
differences are not detectable for
roughly 40 years (to 2060). The
difference predicted by the third model
is not discernable at the point when the
leatherback population reaches half its
current abundance, though there is a
minor observed difference as the
population gets smaller (0.01 percent
difference when the leatherback sea
turtles population reaches 25 percent or
12.5 percent of its current size) and time
considered is lengthened. We stress the
point that the farther out the projection,
the more uncertainty we have around
the estimates, and that this model and
the analysis in our BiOp applies as a
protective assumption, a consistent
annual amount of take even though, as
the population declines over time, the
likelihood of take of individuals also
declines. In other words, limitations in
our predictive capabilities and changes
in future management regimes would
render predictions over a longer period
increasingly speculative. This is true not
only for the PVA with take and without
take, but is also true of the analysis we
did for the BiOp. Shorter term estimates
(e.g., 10 years) are expected to provide
more accurate predictions of the effect
of the action, but estimates at a longer
time interval are more uncertain. In
addition, an underlying caveat or
assumption of the model and the
analysis in the BiOp is that as the
population continues to decline (50
percent, 25 percent, and 12.5 percent of
current size) the actual number of
animals taken in the fishery would not
change. This assumption is considered
protective of the species, but highly
unlikely to be true over an extended
time. For example, at the prediction
point approximately 40 years in the
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future (2060), when the potential
impacts of the shallow-set longline
fishery appear to be detected for
leatherbacks, the mean number of
nesting females in the absence of the
shallow-set longline fishery is predicted
to be 24, and the continued fishery take
of up to two adult female per year
therefore becomes detectable. However,
as the population declines and a species
becomes rarer, we would generally
expect that the rate of interaction (take)
would also tend to decline. Since we do
not know how ‘“rareness” would affect
future interaction rates, we opted to
assume that interactions would remain
constant over time for the purposes of
our jeopardy analysis. This assumption
alone would tend to cause longer term
evaluations to be less reliable, and
would warrant careful consideration of
perceived mathematical differences in
predicted impacts resulting from the
action. To highlight this point, the
“take” PVA model predicts that the
leatherback population will become
extinct 5 years earlier than the “non-
take” model. However, in the year when
the mean ‘“‘take” model predicts
extinction, the number of nesting
females remaining in the “no-take”
model is one nesting female. Logically,
maintaining the unrealistic same level
of take at this point makes the
population appear to reach extinction
levels 5 years sooner under the “take”
model, when this is really just a result
of our assumption of constant fishery
interaction numbers. There was no
discernible difference at all for
loggerheads between the “no take
(PVA)” model and the “take” model.

Both approaches, the analytical
approach taken in the BiOp, and the
take/no take model completed nine
months after the BiOp have the same
basic structural limitations. The primary
limitation stems from the ability to
reliably predict population growth (or
decline) and changes in demographics,
which are critical to understand species’
extinction risk. Both assessment
methods are reliant upon female nester
abundance predictions from nest
counts. Because these data represent a
very small fraction of the total
population, and little is known about
males, juveniles, or population specific
demographics, conclusions drawn about
the species from these data are likely to
be inaccurate. Thus, NMFS took steps in
the consultation and the BiOp to
develop a thoughtful and appropriately
precautionary analytical approach that
would not disadvantage the species.
NMFS considers the approach in the
BiOp to have certain advantages as an
assessment tool because it recognized

the importance of unique life histories
and the role of small subpopulations
(independent demographic units).
Nevertheless, both the third NMFS
model (take model) and the analysis
contained in the BiOp support the same
conclusion that the proposed action
would not directly or indirectly reduce
appreciably the likelihood of both the
survival and recovery of any listed
species in the wild by reducing the
reproduction, numbers or distribution of
that species.

Comment 2: The de-lifing approach
was improperly applied prospectively
across multiple generations, and
erroneously assumed a 6 percent
generational decline for leatherbacks
rather than a 6 percent annual decline.

Response: As defined by Coulson et
al. (2006), de-lifing is a retrospective
analysis that address questions in
evolutionary ecology by identifying an
individual’s observed contributions to
the mean fitness of a population in a
given year (as opposed to an entire
generation). Upon careful
reconsideration, we agree that we erred
in our application of the de-lifing
approach, and therefore cannot rely
upon this analytical method as
described in the BiOp. Specifically, the
approach was improperly applied
prospectively across multiple
generations, and contained a
mathematical error. However, the de-
lifing analysis was not an essential
component in reaching the no-jeopardy
conclusion for leatherbacks. Our BiOp
examined the effect of the action on
several reasonable and demographically
important units, as described above,
including females, summer nesters,
small subpopulations, and at reduced
population sizes. Based on the multiple
analytical evaluations, and the recently
published model, the action did not
materially change the species’ pre-
action condition—not its reproduction,
numbers, or distribution—and did not
hasten the species’ decline.

Comment 3: By failing to calculate the
species’ tipping point or QET, the
agency failed to adequately examine the
action’s impacts on recovery.

Response: The commenter asserts that
the failure to calculate a tipping point
is relevant to the action’s impact on
recovery. First, a tipping point is not a
scientific construct; it is a term that
embodies a general concept that beyond
a certain threshold, large uncontrolled
shifts in ecology will occur. Second, the
tipping point concept does not have
bona fide relevance to conservation or
recovery within the ESA, as is
specifically noted in the recent
regulations for Interagency Cooperation
under the ESA (84 FR 44976, August 27,

2019). As explained in the BiOp, tipping
points (and QETSs) are theoretical
constructs that the commenter suggests
serve to identify a defined level beyond
which imperiled populations cannot be
expected to recover. It is technically
impossible to know, in advance, where
the “tipping point” that forecloses
recovery might lie for free-ranging
plants and animals (and even animals in
captivity). Similarly, QETs are arbitrary
thresholds used in population ecology
to identify some non-zero point below
which population abundance might fall,
and the probability of falling below that
non-zero threshold. Importantly, QETs,
like tipping points, are only theoretical
methods to evaluate extinction, they are
not determinative, and while potentially
helpful in assessing jeopardy risk
relative to survival under the ESA, they
are not relevant to the separate
assessment of recovery. In a logical
analysis, the effect of a proposed action
on the potential for recovery is
appropriate when the first analysis for
jeopardy concludes with “does not
reduce the likelihood of survival;”” As
the recovery standard is a level of
abundance and reproduction that allows
a species to be self-sustaining in the
wild without the protections of the ESA,
QETSs and tipping points are not
pe