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Presidential Documents

Title 3—

The President

Proclamation 9723 of April 10, 2018

Maintaining Enhanced Vetting Capabilities and Processes for
Detecting Attempted Entry Into the United States by Terror-
ists or Other Public-Safety Threats

By the President of the United States of America

A Proclamation

In Proclamation 9645 of September 24, 2017 (Enhancing Vetting Capabilities
and Processes for Detecting Attempted Entry Into the United States by Terror-
ists or Other Public-Safety Threats), I recognized that the United States
has “developed a baseline for the kinds of information required from foreign
governments to support the United States Government’s ability to confirm
the identity of individuals seeking entry into the United States as immigrants
and nonimmigrants, as well as individuals applying for any other benefit
under the immigration laws, and to assess whether they are a security
or public-safety threat.” That baseline is designed to allow the United States
to assess adequately whether foreign nationals from a particular country
seeking to enter or apply for an immigration benefit from the United States
pose a national security or public-safety threat. It also includes an assessment
of any national security or public-safety risks that may emanate from a
country’s territory.

After evaluating a comprehensive worldwide assessment of the performance
of more than 200 countries against the baseline criteria, I placed entry
suspensions and limitations on nationals of countries that failed to meet
the baseline or whose nationals otherwise posed a significant threat. I also
directed the Secretary of Homeland Security (Secretary), in consultation
with the Secretary of State, to develop and implement a process to review
whether countries have met the baseline criteria described in Proclamation
9645; develop recommendations regarding whether the suspensions and limi-
tations should be continued, modified, terminated, or supplemented; and
submit to me a report detailing these recommendations every 180 days.
I further directed the Secretary of State to engage with countries subject
to these entry restrictions in order to improve their performance against
the baseline criteria, as practicable and appropriate, and consistent with
the foreign policy, national security, and public-safety objectives of the
United States. In taking these steps, I strengthened U.S. immigration vetting
capabilities and processes, making our country safer. More work remains
to be done, especially in light of evolving modern global threats, but we
have made important progress.

On March 30, 2018, the Secretary transmitted to me the first of the required
reports. In the report, the Secretary recommended that the suspensions and
limitations on the entry of foreign nationals from one country be terminated.
The Secretary based this recommendation on the results of the review and
engagement process developed with the Secretary of State. The review proc-
ess consisted of three phases: (1) country data collection; (2) data review,
analysis, and engagement; and (3) consultation with executive departments
and agencies (agencies).

During the data collection phase, the Department of State (State) surveyed
all U.S. diplomatic missions worldwide on the performance of each country
in meeting the baseline. For countries with deficiencies previously identified
in the summer of 2017, missions provided their perspective on any steps
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taken to improve. The Department of Homeland Security (DHS) simulta-
neously collected and reviewed relevant diplomatic, law enforcement, and
intelligence reporting, along with data from other authoritative sources within
the United States Government, intergovernmental organizations, and the pub-
lic domain.

During the data review, analysis, and engagement phase, DHS and State
reviewed the information gathered, including survey responses from missions
covering more than 200 countries, to determine whether each country’s
performance against the baseline criteria had improved, worsened, or re-
mained the same. The review focused on any observed changes during
the review period in a country’s cooperation with the United States, as
well as any indicators of potential deficiencies in satisfying the baseline.
In cases in which survey responses from the U.S. missions required follow-
up, DHS and State engaged with the missions and requested additional
information. DHS and State also, as practicable and appropriate, verified
each country’s implementation of the criteria against other diplomatic, law
enforcement, and intelligence reporting, and through authoritative sources
of information external to the United States Government.

DHS and State prioritized and, as practicable and appropriate, actively en-
gaged those countries currently subject to travel restrictions in an effort
to address and correct any deficiencies. U.S. missions abroad routinely en-
gaged with their host governments, and DHS and State engaged with the
pertinent foreign embassies in Washington, D.C. When a foreign government
expressed interest in cooperating with the United States to address defi-
ciencies, such discussions were supplemented by high-level meetings with
appropriate U.S. officials and subject-matter experts. Through this process,
for example, DHS and State organized a site visit to the Republic of Chad
(Chad) in December 2017 to discuss specific deficiencies and potential rem-
edies with relevant officials. Additionally, DHS met with the Libyan Foreign
Minister to discuss Libya’s ongoing efforts to comply with the baseline.

Based on the information collected, DHS evaluated whether each country
in the world is meeting the baseline criteria. If the information indicated
a potential change in a country’s performance, but the information was
not sufficiently concrete, that country’s compliance status was not adjusted.
In such instances, DHS and State have treated such indicators as the basis
for further evaluation during the next review period.

DHS and State also identified certain developments or contextual indicators
that would trigger further review of a country’s performance to assess whether
the country continues to meet information-sharing and identity-management
criteria in a manner that mitigates any emerging risk, threat, or vulnerability.
The goal of this evaluation was to ensure any recommendation to adjust
current travel restrictions, either positively or negatively, would be grounded
in articulable information and observations that demonstrate improved or
degraded performance.

The Secretary’s review concluded that, while more work must be done,
identity-management and information-sharing practices are improving glob-
ally. Countries have revived partnership negotiations with the United States
that were long dormant; improved the fraud-deterring aspects of their pass-
ports; established new protocols for cooperating with U.S. visa-issuing con-
sulates; and shared information on criminals, known or suspected terrorists,
and lost and stolen passports.

In Proclamation 9645, I imposed entry suspensions and limitations on the
nationals of Chad. The Secretary has concluded that Chad has made marked
improvements in its identity-management and information-sharing practices.
Shortly after I signed the Proclamation, Chad made additional efforts to
cooperate with the United States to help it satisfy the baseline. The United
States worked closely with Chad to discuss the identity-management and
information-sharing criteria. This endeavor included U.S. officials engaging
with the Government of Chad to understand its domestic operations in
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significant detail in order to develop advice and guidance on how Chad
could satisfy the baseline.

Chad was receptive to this engagement and has made notable improvements.
Specifically, Chad has improved its identity-management practices by taking
concrete action to enhance travel document security for its nationals, includ-
ing taking steps to issue more secure passports and sharing updated passport
exemplars to help detect fraud. The Government of Chad also improved
handling of lost and stolen passports, the sharing of which helps the United
States and other nations prevent the fraudulent use of such documents.
Additionally, the United States has confirmed that Chad shares information
about known or suspected terrorists in a manner that makes that information
available to our screening and vetting programs and has created a new,
standardized process for processing requests for relevant criminal informa-
tion. Chad has proven its commitment to sustaining cooperation with the
United States through a regular review and coordination working group.
This working group, which has met twice since Proclamation 9645 was
issued, allows for regular tracking of the progress summarized above. In
sum, Chad has made improvements and now sufficiently meets the baseline.
I am therefore terminating the entry restrictions and limitations previously
placed on the nationals of Chad.

The Secretary determined that, despite our engagement efforts, other coun-
tries currently subject to entry restrictions and limitations did not make
notable or sufficient improvements in their identity-management and infor-
mation-sharing practices. Though remaining deficient, the State of Libya
(Libya) is taking initial steps to improve its practices. DHS and State are
currently working with the Government of Libya, which has designated
a senior official in its Ministry of Foreign Affairs to serve as a central
focal point for working with the United States. DHS and State presented
Libya with a list of measures it can implement to rectify its deficiencies,
and it has committed to do so. Despite this progress, Libya remains deficient
in its performance against the baseline criteria, and the Secretary recommends
at this time against removal of the entry restrictions and limitations on
that country and the other countries currently subject to them.

Finally, the Secretary found insufficient information that other countries’
performance against the baseline criteria had degraded during the review
period. In addition, DHS identified contextual indicators suggesting closer
review of a country’s practice was warranted in only one instance, and
on closer examination, DHS determined that the country’s practice did not
warrant imposition of additional restrictions or limitations at this time.

During the interagency consultation and recommendation phase, the Sec-
retary presented to the Secretary of State, the Attorney General, the Director
of National Intelligence, and other appropriate heads of agencies a prelimi-
nary recommendation that the suspensions and limitations of entry of foreign
nationals from Chad be terminated, while the other suspensions and limita-
tions remain unaltered. Following this consultation, the Secretary finalized
her recommendations and submitted the report to me.

I have decided, on the basis of the Secretary’s recommendations, to modify
Proclamation 9645.

NOW, THEREFORE, I, DONALD J. TRUMP, by the authority vested in me
by the Constitution and the laws of the United States, including sections
212(f) and 215(a) of the Immigration and Nationality Act, 8 U.S.C. 1182(f)
and 1185(a), and section 301 of title 3, United States Code, find that the
entry into the United States of the nationals of Chad, as immigrants, and
as nonimmigrants on business (B—1), tourist (B—2), and business/tourist (B—
1/B-2) visas, no longer would be detrimental to the interests of the United
States, and therefore hereby proclaim the following:

Section 1. Removal of Restrictions and Limitations on Chad. Section 2
of Proclamation 9645 is amended by striking subsection (a).
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[FR Doc. 2018-07864
Filed 4-12-18; 8:45 am]
Billing code 3295-F8-P

Sec. 2. Effective Date. This proclamation is effective at 12:01 a.m., eastern
daylight time on April 13, 2018.

Sec. 3. General Provisions. (a) Nothing in this proclamation shall be construed
to impair or otherwise affect:

(i) the authority granted by law to an executive department or agency,
or the head thereof; or

(ii) the functions of the Director of the Office of Management and Budget

relating to budgetary, administrative, or legislative proposals.

(b) This proclamation shall be implemented consistent with applicable
law and subject to the availability of appropriations.

(c) This proclamation is not intended to, and does not, create any right
or benefit, substantive or procedural, enforceable at law or in equity by
any party against the United States, its departments, agencies, or entities,
its officers, employees, or agents, or any other person.

IN WITNESS WHEREOQOF, I have hereunto set my hand this tenth day of
April, in the year of our Lord two thousand eighteen, and of the Independence
of the United States of America the two hundred and forty-second.
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Executive Order 13828 of April 10, 2018

Reducing Poverty in America by Promoting Opportunity and
Economic Mobility

By the authority vested in me as President by the Constitution and the
laws of the United States of America, and to promote economic mobility,
strong social networks, and accountability to American taxpayers, it is hereby
ordered as follows:

Section 1. Purpose. The United States and its Constitution were founded
on the principles of freedom and equal opportunity for all. To ensure that
all Americans would be able to realize the benefits of those principles,
especially during hard times, the Government established programs to help
families with basic unmet needs. Unfortunately, many of the programs de-
signed to help families have instead delayed economic independence, perpet-
uated poverty, and weakened family bonds. While bipartisan welfare reform
enacted in 1996 was a step toward eliminating the economic stagnation
and social harm that can result from long-term Government dependence,
the welfare system still traps many recipients, especially children, in poverty
and is in need of further reform and modernization in order to increase
self-sufficiency, well-being, and economic mobility.

Sec. 2. Policy. (a) In 2017, the Federal Government spent more than $700
billion on low-income assistance. Since its inception, the welfare system
has grown into a large bureaucracy that might be susceptible to measuring
success by how many people are enrolled in a program rather than by
how many have moved from poverty into financial independence. This
is not the type of system that was envisioned when welfare programs were
instituted in this country. The Federal Government’s role is to clear paths
to self-sufficiency, reserving public assistance programs for those who are
truly in need. The Federal Government should do everything within its
authority to empower individuals by providing opportunities for work, in-
cluding by investing in Federal programs that are effective at moving people
into the workforce and out of poverty. It must examine Federal policies
and programs to ensure that they are consistent with principles that are
central to the American spirit—work, free enterprise, and safeguarding human
and economic resources. For those policies or programs that are not suc-
ceeding in those respects, it is our duty to either improve or eliminate
them.

(b) It shall be the policy of the Federal Government to reform the welfare
system of the United States so that it empowers people in a manner that
is consistent with applicable law and the following principles, which shall
be known as the Principles of Economic Mobility:

(i) Improve employment outcomes and economic independence (including
by strengthening existing work requirements for work-capable people and
introducing new work requirements when legally permissible);

(ii) Promote strong social networks as a way of sustainably escaping poverty
(including through work and marriage);

(iii) Address the challenges of populations that may particularly struggle
to find and maintain employment (including single parents, formerly incar-
cerated individuals, the homeless, substance abusers, individuals with
disabilities, and disconnected youth);
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(iv) Balance flexibility and accountability both to ensure that State, local,
and tribal governments, and other institutions, may tailor their public
assistance programs to the unique needs of their communities and to
ensure that welfare services and administering agencies can be held ac-
countable for achieving outcomes (including by designing and tracking
measures that assess whether programs help people escape poverty);

(v) Reduce the size of bureaucracy and streamline services to promote
the effective use of resources;

(vi) Reserve benefits for people with low incomes and limited assets;

(vii) Reduce wasteful spending by consolidating or eliminating Federal
programs that are duplicative or ineffective;

(viii) Create a system by which the Federal Government remains updated
on State, local, and tribal successes and failures, and facilitates access
to that information so that other States and localities can benefit from
it; and

(ix) Empower the private sector, as well as local communities, to develop

and apply locally based solutions to poverty.

(c) As part of our pledge to increase opportunities for those in need,
the Federal Government must first enforce work requirements that are re-
quired by law. It must also strengthen requirements that promote obtaining
and maintaining employment in order to move people to independence.
To support this focus on employment, the Federal Government should:

(i) review current federally funded workforce development programs. If
more than one executive department or agency (agency) administers pro-
grams that are similar in scope or population served, they should be
consolidated, to the extent permitted by law, into the agency that is
best equipped to fulfill the expectations of the programs, while ineffective
programs should be eliminated; and

(ii) invest in effective workforce development programs and encourage,
to the greatest extent possible, entities that have demonstrated success
in equipping participants with skills necessary to obtain employment that
enables them to financially support themselves and their families in today’s
economy.

(d) It is imperative to empower State, local, and tribal governments and
private-sector entities to effectively administer and manage public assistance
programs. Federal policies should allow local entities to develop and imple-
ment programs and strategies that are best for their respective communities.
Specifically, policies should allow the private sector, including community
and faith-based organizations, to create solutions that alleviate the need
for welfare assistance, promote personal responsibility, and reduce reliance
on government intervention and resources.

(i) To promote the proper scope and functioning of government, the Federal

Government must afford State, local, and tribal governments the freedom

to design and implement programs that better allocate limited resources

to meet different community needs.

(ii) States and localities can use such flexibility to devise and evaluate
innovative programs that serve diverse populations and families. States
and localities can also model their own initiatives on the successful pro-
grams of others. To achieve the right balance, Federal leaders must continue
to discuss opportunities to improve public assistance programs with State
and local leaders, including our Nation’s governors.

(e) The Federal Government owes it to Americans to use taxpayer dollars
for their intended purposes. Relevant agencies should establish clear metrics
that measure outcomes so that agencies administering public assistance pro-
grams can be held accountable. These metrics should include assessments
of whether programs help individuals and families find employment, increase
earnings, escape poverty, and avoid long-term dependence. Whenever pos-
sible, agencies should harmonize their metrics to facilitate easier cross-
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programmatic comparisons and to encourage further integration of service
delivery at the local level. Agencies should also adopt policies to ensure
that only eligible persons receive benefits and enforce all relevant laws
providing that aliens who are not otherwise qualified and eligible may
not receive benefits.

(i) All entities that receive funds should be required to guarantee the
integrity of the programs they administer. Technology and innovation
should drive initiatives that increase program integrity and reduce fraud,
waste, and abuse in the current system.

(ii) The Federal Government must support State, local, and tribal partners
by investing in tools to combat payment errors and verify eligibility for
program participants. It must also work alongside public and private part-
ners to assist recipients of welfare assistance to maximize access to services
and benefits that support paths to self-sufficiency.

Sec. 3. Review of Regulations and Guidance Documents. (a) The Secretaries
of the Treasury, Agriculture, Commerce, Labor, Health and Human Services,

Housing and Urban Development, Transportation, and Education (Secretaries)
shall:

(i) review all regulations and guidance documents of their respective agen-
cies relating to waivers, exemptions, or exceptions for public assistance
program eligibility requirements to determine whether such documents
are, to the extent permitted by law, consistent with the principles outlined
in this order;

(ii) review any public assistance programs of their respective agencies
that do not currently require work for receipt of benefits or services,
and determine whether enforcement of a work requirement would be
consistent with Federal law and the principles outlined in this order;

(iii) review any public assistance programs of their respective agencies
that do currently require work for receipt of benefits or services, and
determine whether the enforcement of such work requirements is consistent
with Federal law and the principles outlined in this order;

(iv) within 90 days of the date of this order, and based on the reviews
required by this section, submit to the Director of the Office of Management
and Budget and the Assistant to the President for Domestic Policy a
list of recommended regulatory and policy changes and other actions
to accomplish the principles outlined in this order; and

(v) not later than 90 days after submission of the recommendations required
by section 3(a)(iv) of this order, and in consultation with the Director
of the Office of Management and Budget and the Assistant to the President
for Domestic Policy, take steps to implement the recommended administra-
tive actions.

(b) Within 90 days of the date of this order, the Secretaries shall each
submit a report to the President, through the Director of the Office of
Management and Budget and the Assistant to the President for Domestic
Policy, that:

(i) states how their respective agencies are complying with 8 U.S.C. 1611(a),
which provides that an alien who is not a “qualified alien” as defined
by 8 U.S.C. 1641 is, subject to certain statutorily defined exceptions,
not eligible for any Federal public benefit as defined by 8 U.S.C. 1611(c);

(ii) provides a list of Federal benefit programs that their respective agencies
administer that are restricted pursuant to 8 U.S.C. 1611; and

(iii) provides a list of Federal benefit programs that their respective agencies
administer that are not restricted pursuant to 8 U.S.C. 1611.
Sec. 4. Definitions. For the purposes of this order:

(a) the terms “individuals,” “families,” and ‘“persons” mean any United
States citizen, lawful permanent resident, or other lawfully present alien
who is qualified to or otherwise may receive public benefits;
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(b) the terms “work” and ‘“workforce” include unsubsidized employment,
subsidized employment, job training, apprenticeships, career and technical
education training, job searches, basic education, education directly related
to current or future employment, and workfare; and

(c) the terms “welfare” and ‘“public assistance” include any program that
provides means-tested assistance, or other assistance that provides benefits
to people, households, or families that have low incomes (i.e., those making
less than twice the Federal poverty level), the unemployed, or those out
of the labor force.

Sec. 5. General Provisions. (a) Nothing in this order shall be construed
to impair or otherwise affect:

(i) the authority granted by law to an executive department or agency,
or the head thereof; or

(ii) the functions of the Director of the Office of Management and Budget

relating to budgetary, administrative, or legislative proposals.

(b) This order shall be implemented consistent with applicable law and
subject to the availability of appropriations.

(c) This order is not intended to, and does not, create any right or benefit,
substantive or procedural, enforceable at law or in equity by any party
against the United States, its departments, agencies, or entities, its officers,
employees, or agents, or any other person.

THE WHITE HOUSE,
April 10, 2018.
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DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 27

[Docket No.FAA-2017-1130; Notice No. 27—
043-SC]

Special Conditions: Airbus Helicopters
Model AS350B2 and AS350B3
Helicopters; Installation of Garmin
International, Inc., Autopilot System

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final special conditions.

SUMMARY: These special conditions are
issued for Airbus Helicopters Model
AS350B2 and AS350B3 helicopters.
These helicopters as modified by
Garmin International, Inc., (Garmin)
will have a novel or unusual design
feature associated with the Garmin
Flight Control (GFC) 600H autopilot
with stability and control augmentation
system (AP/SCAS). The applicable
airworthiness regulations do not contain
adequate or appropriate safety standards
for this design feature. These special
conditions contain the additional safety
standards that the Administrator
considers necessary to establish a level
of safety equivalent to that established
by the existing airworthiness standards.
DATES: The effective date of these
special conditions is April 13, 2018.
FOR FURTHER INFORMATION CONTACT:
George Harrum, Aerospace Engineer,
FAA, Rotorcraft Standards Branch,
Policy and Innovations Division, 10101
Hillwood Pkwy., Fort Worth, TX 76177;
telephone (817) 222-4087; email
George.Harrum®@faa.gov.
SUPPLEMENTARY INFORMATION:

Background

On October 10, 2016, Garmin applied
for a supplemental type certificate (STC)
to install a GFC 600H AP/SCAS in
Airbus Helicopters Model AS350B2 and
AS350B3 helicopters. The Model
AS350B2 and AS350B3 helicopters are

14 CFR part 27 normal category, single
turbine engine, conventional helicopters
designed for civil operation. These
helicopter models are capable of
carrying up to five passengers with one
pilot and have a maximum gross weight
of up to 5,220 pounds, depending on the
model configuration. The major design
features include a 3-blade, fully
articulated main rotor, an anti-torque
tail rotor system, a skid landing gear,
and a visual flight rule basic avionics
configuration.

Garmin proposes to modify these
model helicopters by installing a SCAS
with autopilot functions in 2 or 3 axes,
depending on the number of servos
installed. The possible failure
conditions for this system, and their
effect on the continued safe flight and
landing of the helicopter, are more
severe than those envisioned by the
present rules. The present 14 CFR
27.1309(b) and (c) regulations do not
adequately address the safety
requirements for systems whose failures
could result in “catastrophic” or
‘“hazardous/severe-major” failure
conditions, or for complex systems
whose failures could result in “major”’
failure conditions. When these rules
were promulgated, it was not
envisioned that a normal category
rotorcraft would use systems that are
complex or whose failure could result in
“catastrophic” or “hazardous/severe-
major” effects on the rotorcraft. This is
particularly true with the application of
new technology, new application of
standard technology, or other
applications not envisioned by the rule
that affect safety. The Garmin AP/SCAS
controls rotorcraft flight control
surfaces. Possible failure modes
exhibited by this system could result in
a catastrophic event.

Type Certification Basis

Under 14 CFR 21.101 and 21.115,
Garmin must show that the Airbus
Helicopters Model AS350B2 and
AS350B3 helicopters, as changed,
continue to meet the applicable
provisions of the regulations
incorporated by reference in Type
Certificate No. H9EU or the applicable
regulations in effect on the date of
application for the change. The
regulations incorporated by reference in
the type certificate are commonly
referred to as the “original type
certification basis.” The regulations

incorporated by reference in Type
Certificate No. H9EU are as follows:

14 CFR 21.29 and part 27 effective
February 1, 1965, plus Amendments 27—
1 through 27-10.

For aircraft incorporating mod.
OP3369 (2370 kg/5225 1b mass
extension), the following 14 CFR part 27
Amendments 27-1 through 27—-40 are
replacing the same requirement from the
certification basis above: §§27.1; 27.21;
27.25;,27.27; 27.33; 27.45; 27.51; 27.65;
27.71; 27.73; 27.75; 27.79; 27.141;
27.143; 27.173; 27.175; 27.177; 27.241;
27.301; 27.303; 27.305; 27.307; 27.309;
27.321; 27.337; 27.339; 27.341; 27.351;
27.471; 27.473; 27.501; 27.505; 27.521;
27.547; 27.549; 27.563(b); 27.571;
27.602; 27.661; 27.663; 27.695; 27.723;
27.725; 27.727;, 27.737; 27.751; 27.753;
27.801(b)(d); 27.927(c); 27.1041;
27.1043; 27.1045; 27.1301; 27.1501;
27.1519; 27.1529; 27.1581; 27.1583;
27.1585; 27.1587; 27.1589.

For AS350B3 aircraft incorporating
mod. OP—4605 (installation of a fuel
system improving crashworthiness), 14
CFR 27.561(c) at Amendment 27-32
replaces the same requirement from the
certification basis above for the
following elements of the fuel tank
lower structure affected by this
modification: cradles, longitudinal
beams, X-stops and rods.

Additionally, Garmin must comply
with the equivalent level of safety
findings, exemptions, and special
conditions prescribed by the
Administrator as part of the certification
basis.

The Administrator has determined the
applicable airworthiness regulations
(that is, 14 CFR part 27), as they pertain
to this STC, do not contain adequate or
appropriate safety standards for the
Airbus Helicopters Model AS350B2 and
AS350B3 helicopters because of a novel
or unusual design feature. Therefore, we
propose to prescribe these special
conditions under § 21.16.

Special conditions are initially
applicable to the model for which they
are issued. Should the applicant apply
for an STC to change any other model
included on the same type certificate to
incorporate the same or similar novel or
unusual design feature, the special
conditions would also apply to the other
model under §21.101.

In addition to the applicable
airworthiness regulations and special
conditions, Garmin must show that the
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Airbus Helicopters Model AS350B2 and
AS350B3 helicopters, as changed,
comply with the noise certification
requirements of 14 CFR part 36.

The FAA issues special conditions, as
defined in 14 CFR 11.19, in accordance
with § 11.38 and they become part of the
type certification basis under § 21.101.

Novel or Unusual Design Features

The Airbus Helicopters Model
AS350B2 and AS350B3 helicopter
incorporates the following novel or
unusual design features: A GFC 600H
AP/SCAS. This GFC 600H AP/SCAS
performs non-critical control functions.
The GFC 600H AP/SCAS is a two or
three axis system with the following
novel functions: Limit cueing, level
mode, and hover assist.

Discussion

These special conditions clarify the
requirement to perform a proper failure
analysis and also recognizes that the
severity of failures can vary. Current
industry standards and practices
recognize five failure condition
categories: Catastrophic, Hazardous,
Major, Minor, and No-Safety Effect.
These special conditions address the
safety requirement for systems whose
failures could result in catastrophic or
hazardous/severe-major failure
conditions and for complex systems
whose failures could result in major
failure conditions.

To comply with the provisions of the
special conditions, we require that
Garmin provide the FAA with a systems
safety assessment (SSA) for the final
GFC 600H AP/SCAS installation
configuration that adequately address
the safety objectives established by a
functional hazard assessment (FHA) and
a preliminary system safety assessment
(PSSA), including the fault tree analysis
(FTA). This ensures that all failure
conditions and their resulting effects are
adequately addressed for the installed
GFC 600H AP/SCAS. The SSA process,
FHA, PSSA, and FTA are all parts of the
overall safety assessment process
discussed in FAA Advisory Circular 27—
1B, Certification of Normal Category
Rotorcraft, and Society of Automotive
Engineers document Aerospace
Recommended Practice 4761,
Guidelines and Methods for Conducting
the Safety Assessment Process on Civil
Airborne Systems and Equipment.

These special conditions require that
the GFC 600H AP/SCAS installed on
Airbus Helicopters Model AS350B2 and
Model AS350B3 helicopters meet the
requirements to adequately address the
failure effects identified by the FHA,
and subsequently verified by the SSA,

within the defined design integrity
requirements.

Comments

No comments were received in
response to the Notice of proposed
special conditions No. 27-043-SC (82
FR 57685, December 7, 2017). The
closing date for comments was January
22, 2018. Accordingly, the special
conditions are adopted as proposed.

Applicability

As discussed above, these special
conditions are applicable to Airbus
Helicopters Model AS350B2 and
AS350B3 helicopters. Should Garmin
apply at a later date for an STC to
modify any other model included on
Type Certificate Number H9EU to
incorporate the same novel or unusual
design feature, these special conditions
would apply to that model as well.

Conclusion

This action affects only certain novel
or unusual design features on two
model helicopters. It is not a rule of
general applicability and affects only
the applicant who applied to the FAA
for approval of these features.

List of Subjects in 14 CFR Part 27

Aircraft, Aviation safety, Reporting
and recordkeeping requirements.

The authority citation for these
special conditions is as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701,
44702, 44704.

The Special Conditions

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the following special
conditions are issued as part of the type
certification basis for Airbus Helicopters
Model AS350B2 and AS350B3
helicopters modified by Garmin
International, Inc. (Garmin).

Instead of the requirements of 14 CFR
27.1309(b) and (c), the following must
be met for certification of the Garmin
Flight Control 600H autopilot with
stability and control augmentation
system:

(a) The equipment and systems must
be designed and installed so that any
equipment and system does not
adversely affect the safety of the
rotorcraft or its occupants.

(b) The rotorcraft systems and
associated components considered
separately and in relation to other
systems, must be designed and installed
so that:

(1) The occurrence of any catastrophic
failure condition is extremely
improbable;

(2) The occurrence of any hazardous
failure condition is extremely remote;
and

(3) The occurrence of any major
failure condition is remote.

(c) Information concerning an unsafe
system operating condition must be
provided in a timely manner to the crew
to enable them to take appropriate
corrective action. An appropriate alert
must be provided if immediate pilot
awareness and immediate or subsequent
corrective action is required. Systems
and controls, including indications and
annunciations, must be designed to
minimize crew errors which could
create additional hazards.

Issued in Fort Worth, Texas, on March 30,
2018.

Jorge Castillo,

Acting Manager, Rotorcraft Standards
Branch, Policy and Innovation Division
Aircraft Certification Service.

[FR Doc. 2018-07655 Filed 4-12—18; 8:45 am]
BILLING CODE 4910-13-P

PENSION BENEFIT GUARANTY
CORPORATION

29 CFR Part 4022

Benefits Payable in Terminated Single-
Employer Plans; Interest Assumptions
for Paying Benefits

AGENCY: Pension Benefit Guaranty
Corporation.

ACTION: Final rule.

SUMMARY: This final rule amends the
Pension Benefit Guaranty Corporation’s
regulation on Benefits Payable in
Terminated Single-Employer Plans to
prescribe interest assumptions under
the regulation for valuation dates in
May 2018. The interest assumptions are
used for paying benefits under
terminating single-employer plans
covered by the pension insurance
system administered by PBGC.

DATES: Effective May 1, 2018.

FOR FURTHER INFORMATION CONTACT:
Hilary Duke (duke.hilary@pbgc.gov),
Assistant General Counsel for
Regulatory Affairs, Pension Benefit
Guaranty Corporation, 1200 K Street
NW, Washington, DC 20005, 202—-326—
4400 ext. 3839. (TTY users may call the
Federal relay service toll-free at 1-800—
877-8339 and ask to be connected to
202-326-4400, ext. 3839.)
SUPPLEMENTARY INFORMATION: PBGC’s
regulation on Benefits Payable in
Terminated Single-Employer Plans (29
CFR part 4022) prescribes actuarial
assumptions—including interest
assumptions—for paying plan benefits
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under terminated single-employer plans
covered by title IV of the Employee
Retirement Income Security Act of 1974.
The interest assumptions in the
regulation are also published on PBGC’s
website (http://www.pbgc.gov).

PBGC uses the interest assumptions in
appendix B to part 4022 to determine
whether a benefit is payable as a lump
sum and to determine the amount to
pay. Appendix C to part 4022 contains
interest assumptions for private-sector
pension practitioners to refer to if they
wish to use lump-sum interest rates
determined using PBGC'’s historical
methodology. Currently, the rates in
appendices B and C of the benefit
payment regulation are the same.

The interest assumptions are intended
to reflect current conditions in the
financial and annuity markets.
Assumptions under the benefit
payments regulation are updated
monthly. This final rule updates the
benefit payments interest assumptions
for May 2018.1

The May 2018 interest assumptions
under the benefit payments regulation

will be 1.00 percent for the period
during which a benefit is in pay status
and 4.00 percent during any years
preceding the benefit’s placement in pay
status. In comparison with the interest
assumptions in effect for April 2018,
these assumptions are unchanged.

PBGC has determined that notice and
public comment on this amendment are
impracticable and contrary to the public
interest. This finding is based on the
need to determine and issue new
interest assumptions promptly so that
the assumptions can reflect current
market conditions as accurately as
possible.

Because of the need to provide
immediate guidance for the payment of
benefits under plans with valuation
dates during May 2018, PBGC finds that
good cause exists for making the
assumptions set forth in this
amendment effective less than 30 days
after publication.

PBGC has determined that this action
is not a “‘significant regulatory action”
under the criteria set forth in Executive
Order 12866.

Because no general notice of proposed
rulemaking is required for this
amendment, the Regulatory Flexibility
Act of 1980 does not apply. See 5 U.S.C.
601(2).

List of Subjects in 29 CFR Part 4022

Employee benefit plans, Pension
insurance, Pensions, Reporting and
recordkeeping requirements.

In consideration of the foregoing, 29
CFR part 4022 is amended as follows:

PART 4022—BENEFITS PAYABLE IN
TERMINATED SINGLE-EMPLOYER
PLANS

m 1. The authority citation for part 4022
continues to read as follows:

Authority: 29 U.S.C. 1302, 1322, 1322b,
1341(c)(3)(D), and 1344.
m 2. In appendix B to part 4022, Rate Set

295 is added at the end of the table to
read as follows:

Appendix B to Part 4022—Lump Sum
Interest Rates for PBGC Payments

* * * * *

For plans with a valuation

Deferred annuities

Immediate
Rate set date annuity rate (percent)
On or after Before (percent) it iz iz ny N2
295 5-1-18 6-1-18 1.00 4.00 4.00 4.00 7 8
m 3. In appendix C to part 4022, Rate Set ~ Appendix C to Part 4022—Lump Sum
295 is added at the end of the table to Interest Rates for Private-Sector
read as follows: Payments
* * * * *
For plans with a valuation : Deferred annuities
Immediate
Rate set date annuity rate (percent)
On or after Before (percent) iz iz is ny N2
295 5-1-18 6-1-18 1.00 4.00 4.00 4.00 7 8

Issued in Washington, DC.
Hilary Duke,
Assistant General Counsel for Regulatory
Affairs, Pension Benefit Guaranty
Corporation.
[FR Doc. 2018-07466 Filed 4—12-18; 8:45 am]
BILLING CODE 7709-02-P

1 Appendix B to PBGC’s regulation on Allocation
of Assets in Single-Employer Plans (29 CFR part
4044) prescribes interest assumptions for valuing

benefits under terminating covered single-employer
plans for purposes of allocation of assets under

ERISA section 4044. Those assumptions are
updated quarterly.


http://www.pbgc.gov

15948 Federal Register/Vol.

83, No. 72/Friday, April 13, 2018/Rules and Regulations

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket Number USCG-2017-0146]
RIN 1625-AA87

Security Zones; Port Canaveral Harbor,
Cape Canaveral Air Force Station, FL

AGENCY: Coast Guard, DHS.
ACTION: Final rule.

SUMMARY: The Coast Guard is revising a
security zone to extend the geographical
boundaries of the permanent security
zone at Port Canaveral Harbor. This
action is necessary to ensure the
security of vessels, facilities, and the
surrounding areas within this zone. This
regulation prohibits persons and vessels
from entering, transiting through,
anchoring in, or remaining within the
security zone unless authorized by the
Captain of the Port (COTP) Jacksonville
or a designated representative.

DATES: This rule is effective May 14,
2018.

ADDRESSES: To view documents
mentioned in this preamble as being
available in the docket, go to http://
www.regulations.gov, type USCG-2017—
0146 in the “SEARCH” box and click
“SEARCH.” Click on Open Docket
Folder on the line associated with this
rule.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
email Lieutenant Allan Storm, Sector
Jacksonville, Waterways Management
Division, U.S. Coast Guard; telephone
(904) 714-7616, email Allan.H.Storm@
uscg.mil.

SUPPLEMENTARY INFORMATION:
1. Table of Abbreviations

CFR Code of Federal Regulations

DHS Department of Homeland Security
FR Federal Register

NPRM Notice of proposed rulemaking
§ Section

U.S.C. United States Code

II. Background Information and
Regulatory History

On October 3, 1988, the Coast Guard
published a final rule creating a
permanent security zone at Port
Canaveral Harbor, Cape Canaveral,
Florida, entitled, “Security Zone; Port
Canaveral Harbor, Cape Canaveral, FL.”
(53 FR 38718) to safeguard the
waterfront and military assets along the
U.S. Navy’s Poseidon Wharf inside the

southeast portion of Port Canaveral
Harbor’s Middle Basin. This waterfront
area is located on Cape Canaveral Air
Force Station (CCAFS), a U.S. Air Force
military installation. Additionally, the
northern and northeast portion of the
Middle Basin’s waterfront is located
almost entirely on CCAFS property, and
within this area are piers utilized by the
U.S. Air Force and U.S. Army. CCAFS
routinely conducts operations critical to
national security.

The U.S. Navy requested an
amendment to the current regulation in
33 CFR 165.705(b) to expand the
geographical boundaries to include the
northern and northeastern portion of the
Middle Basin of Port Canaveral Harbor
in order to ensure the safety and
security of military assets and
infrastructure along the entire CCAFS
waterfront. In response, on October 3,
2017, the Coast Guard published a
notice of proposed rulemaking (NPRM)
entitled, “Security Zones; Port
Canaveral Harbor, Cape Canaveral Air
Force Station, FL” (82 FR 46007). There
we stated why we issued the NPRM,
and invited comments on our proposed
regulatory action related to revising the
security zone. During the comment
period that ended November 3, 2017, we
received 3 comments.

III. Legal Authority and Need for Rule

The Coast Guard is issuing this rule
under authority 33 U.S.C. 1231. The
COTP Jacksonville has determined it is
necessary to expand the security zone in
the Middle Basin of Port Canaveral
Harbor to ensure the security of military
assets and waterfront facilities from
destruction, loss, or injury from
sabotage or other subversive acts,
accidents or other causes of a similar
nature.

IV. Discussion of Comments, Changes,
and the Rule

As noted above, we received 3
comments on our NPRM published
October 3, 2017. One comment was in
support of the rule. The other two
comments provided recommendations
and feedback to the rule. One comment
provided a recommendation to conduct
a safety study to ensure that the
likelihood for a collision has not
increased. The Coast Guard does not
intend to conduct a safety study for the
revised security zone, as there have
been no safety concerns raised during
discussions within the port community;
including the Canaveral Pilots
Association, the Canaveral Port
Authority, U.S. Navy, and Brevard
County Sheriff’s Office. The other
comment inquired about the inclusion

of the U.S. Army Corps of Engineers
(USACE) to revise the restricted area
outlined in 33 CFR 334.530 to match the
Coast Guard’s expanded security zone.
The Coast Guard intends to make a
recommendation to USACE to revise the
restricted area in 33 CFR 334.530. There
are no changes in the regulatory text of
this rule from the proposed rule in the
NPRM.

This rule expands the geographical
boundaries of the current regulated area
in 33 CFR 165.705(b) to include the
navigable waters of the Port Canaveral
Harbor’s Middle Basin. This revision
redesignates § 165.705(b) to new
§165.705(a)(2).

The rule also made the following
amendments: (1) Changed the title of the
existing regulation in 33 CFR 165.705
from “Port Canaveral Harbor, Cape
Canaveral, Florida” to ““Security Zones:
Port Canaveral Harbor, Cape Canaveral
Air Force Station, FL;” (2) added a new
paragraph (c) and changed the title to
“Regulations;” (3) redesignated existing
paragraph (d) as new paragraph (c)(1)
with minor non-substantive changes; (4)
redesignated existing paragraph (c) as
new paragraph (c)(2) with minor non-
substantive changes; (5) and added a
new paragraph (c)(3). Lastly, we added
a new paragraph (b), entitled
“Definitions” to define the term
“designated representative.”

V. Regulatory Analyses

We developed this rule after
considering numerous statutes and
Executive orders related to rulemaking.
Below we summarize our analyses
based on a number of these statutes and
Executive orders, and we discuss First
Amendment rights of protestors.

A. Regulatory Planning and Review

Executive Orders 12866 and 13563
direct agencies to assess the costs and
benefits of available regulatory
alternatives and, if regulation is
necessary, to select regulatory
approaches that maximize net benefits.
Executive Order 13771 directs agencies
to control regulatory costs through a
budgeting process. This rule has not
been designated a “‘significant
regulatory action,” under Executive
Order 12866. Accordingly, this rule has
not been reviewed by the Office of
Management and Budget (OMB), and
pursuant to OMB guidance it is exempt
from the requirements of Executive
Order 13771.
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This regulatory action determination
is based on the fact that although
persons and vessels may not enter,
transit through, anchor in, or remain
within the security zone without
authorization from the COTP
Jacksonville or a designated
representative, they may operate in the
navigable water adjacent to the security
zone and the Federal channel.

B. Impact on Small Entities

The Regulatory Flexibility Act of
1980, 5 U.S.C. 601-612, as amended,
requires Federal agencies to consider
the potential impact of regulations on
small entities during rulemaking. The
term ““small entities” comprises small
businesses, not-for-profit organizations
that are independently owned and
operated and are not dominant in their
fields, and governmental jurisdictions
with populations of less than 50,000.
The Coast Guard received no comments
from the Small Business Administration
on this rulemaking. The Coast Guard
certifies under 5 U.S.C. 605(b) that this
rule will not have a significant
economic impact on a substantial
number of small entities.

While some owners or operators of
vessels intending to transit the safety
zone may be small entities, for the
reasons stated in section V.A above, this
rule will not have a significant
economic impact on any vessel owner
or operator.

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we want to assist small entities in
understanding this rule. If the rule
would affect your small business,
organization, or governmental
jurisdiction and you have questions
concerning its provisions or options for
compliance, please contact the person
listed in the FOR FURTHER INFORMATION
CONTACT section.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1—-
888—-REG-FAIR (1-888-734—3247). The
Coast Guard will not retaliate against
small entities that question or complain
about this rule or any policy or action
of the Coast Guard.

C. Collection of Information

This rule will not call for a new
collection of information under the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501-3520).

D. Federalism and Indian Tribal
Governments

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has 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. We have
analyzed this rule under that Order and
have determined that it is consistent
with the fundamental federalism
principles and preemption requirements
described in Executive Order13132.

Also, this rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect 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. If you
believe this rule has implications for
federalism or Indian tribes, please
contact the person listed in the FOR
FURTHER INFORMATION CONTACT section.

E. Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 (adjusted for inflation) or
more in any one year. Though this rule
will not result in such an expenditure,
we do discuss the effects of this rule
elsewhere in this preamble.

F. Environment

We have analyzed this rule under
Department of Homeland Security
Management Directive 023—01 and
Commandant Instruction M16475.1D,
which guide the Coast Guard in
complying with the National
Environmental Policy Act of 1969 (42
U.S.C. 4321-4370f1), and have
determined that this action is one of a
category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. This rule involves
expanding the geographical boundaries
of a permanent security zone that
prohibit entry within certain navigable

waters of the Port of Canaveral Harbor’s
Middle Basin. It is categorically
excluded from further review under
paragraph L60(a) of Appendix A, Table
1 of DHS Instruction Manual 023-01—
001-01, Rev. 01. A Record of
Environmental Consideration
supporting this determination is
available in the docket where indicated
under ADDRESSES.

G. Protest Activities

The Coast Guard respects the First
Amendment rights of protesters.
Protesters are asked to contact the
person listed in the FOR FURTHER
INFORMATION CONTACT section to
coordinate protest activities so that your
message can be received without
jeopardizing the safety or security of
people, places or vessels.

List of Subjects in 33 CFR Part 165

Harbors, Marine safety, Navigation
(water), Reporting and recordkeeping
requirements, Security measure,
Waterways.

For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

m 1. The authority citation for part 165
continues to read as follows:

Authority: 33 U.S.C. 1231; 50 U.S.C. 191;
33 CFR 1.05-1, 6.04-1, 6.04—6, and 160.5;
Department of Homeland Security Delegation
No. 0170.1.

m 2. Revise § 165.705 to read as follows:

§165.705 Security Zones: Port Canaveral
Harbor, Cape Canaveral Air Force Station,
FL.

(a) Regulated areas—(1) Security Zone
A. East (Trident) Basin, Port Canaveral
Harbor, at Cape Canaveral Air Force
Station, Brevard County, Florida: All
waters of the East Basin north of latitude
28°24’36” N.

(2) Security Zone B. Middle Basin,
Port Canaveral Harbor, at Cape
Canaveral Air Force Station, Brevard
County, Florida: All waters within the
following coordinates inside the Middle
Basin: Starting at Point 1 in position
28°24’54.49” N, 080°36’39.13” W; thence
south to Point 2 in position 28°24’53.27”
N, 080°36”39.15” W; thence east to Point
3 in position 28°24’53.25” N,
080°36730.41” W; thence south to Point
4 in position 28°24’50.51” N,
080°36°30.41” W; thence southeast to
Point 5 in position 28°24’38.15” N,
080°36°17.18” W; thence east to Point 6
in position 28°24’38.16” N,
080°36'14.92” W; thence northeast to
Point 7 in position 28°24’39.36” N,
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080°36"13.37” W; thence following the
land based perimeter boundary to the
point of origin. These coordinates are
based on North American Datum 1983.

(b) Definitions. The term ‘““designated
representative’” means personnel
designated by or assisting the Captain of
the Port (COTP) Jacksonville in the
enforcement of the security zone. This
includes Coast Guard Patrol
Commanders, Coast Guard coxswains,
petty officers, and other officers
operating Coast Guard vessels and
federal, state, and local law officers
designated by or assisting the COTP
Jacksonville in the enforcement of
regulated navigation areas and security
zones.

(c) Regulations. (1) The general
regulations governing security zones
found in § 165.33 apply to the security
zones described in paragraph (a) of this
section.

(2) All persons and vessels are
prohibited from entering, transiting
through, anchoring in, or remaining
within the security zone unless
authorized by the COTP Jacksonville or
a designated representative.

(3) Persons desiring to enter, transit
through, anchor in, or remain within the
security zone may request permission
from the COTP Jacksonville by
telephone at 904-714-7557, or a
designated representative via VHF-FM
radio on channel 16. If authorization is
granted, all persons and vessels
receiving such authorization must
comply with the instructions of the
COTP Jacksonville or the designated
representative.

Dated: March 29, 2018.
Todd C. Wiemers,

Captain, U.S. Coast Guard, Captain of the
Port Jacksonville.

[FR Doc. 2018-07694 Filed 4—12—18; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket Number USCG-2018-0260]
RIN 1625-AA00

Safety Zone; Cumberland River,
Canton, KY

AGENCY: Coast Guard, DHS.
ACTION: Temporary final rule.

SUMMARY: The Coast Guard is
establishing a temporary safety zone for
navigable waters within a one-half mile
of the US 68/KY 80 Lake Barkley

Bridge—Henry R. Lawrence Memorial
Bridge in Canton, KY. The safety zone
is needed to protect personnel, vessels,
and the marine environment from
potential hazards created by the
demolition of the bridge. Entry of
vessels or persons into this zone is
prohibited unless authorized by the
Captain of the Port Sector Ohio Valley
or a designated representative.

DATES: This rule is effective without
actual notice from April 13, 2018
through 6 a.m. on April 14, 2018. For
the purposes of enforcement, actual
notice will be used from 6 a.m. on April
11, 2018 through April 13, 2018.
ADDRESSES: To view documents
mentioned in this preamble as being
available in the docket, go to http://
www.regulations.gov, type USCG-2018—
0260 in the “SEARCH” box and click
“SEARCH.” Click on Open Docket
Folder on the line associated with this
rule.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
email Petty Officer Joseph Stranc,
Marine Safety Unit Paducah Waterways
Division, U.S. Coast Guard; telephone
270-442-1621 ext. 2124, email
Joseph.B.Stranc@uscg.mil.
SUPPLEMENTARY INFORMATION:

1. Table of Abbreviations

CFR Code of Federal Regulations

COTP Captain of the Port Sector Ohio
Valley

DHS Department of Homeland Security

FR Federal Register

NPRM Notice of proposed rulemaking

§ Section

U.S.C. United States Code

II. Background Information and
Regulatory History

The Coast Guard is issuing this
temporary rule without prior notice and
opportunity to comment pursuant to
authority under section 4(a) of the
Administrative Procedure Act (APA) (5
U.S.C. 553(b)). This provision
authorizes an agency to issue a rule
without prior notice and opportunity to
comment when the agency for good
cause finds that those procedures are
“impracticable, unnecessary, or contrary
to the public interest.” Under 5 U.S.C.
553(b)(B), the Coast Guard finds that
good cause exists for not publishing a
notice of proposed rulemaking (NPRM)
with respect to this rule because it
would be impracticable. On March 21,
2018, the Coast Guard was notified of
the need for bridge demolition
operations on the Cumberland River.
This safety zone must be established by
April 11, 2018 and we lack sufficient
time to provide a reasonable comment
period and then consider those

comments before issuing this rule. The
NPRM process would delay the
establishment of the safety zone until
after the dates of the bridge demolition
and compromise public safety.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this rule effective less than 30
days after publication in the Federal
Register. Delaying the effective date of
this rule would be impracticable and
contrary to public interest because
immediate action is needed to ensure
safety of persons and vessels during the
bridge demolition.

IIL. Legal Authority and Need for Rule

The Coast Guard is issuing this rule
under authority in 33 U.S.C. 1231. The
Captain of the Port Sector Ohio Valley
(COTP) has determined that potential
hazards associated with bridge
demolition beginning on April 11, 2018
will be a safety concern for anyone
within a one-half mile radius of the
bridge. The purpose of this rule is to
protect personnel, vessels, and the
marine environment in the navigable
waters within the safety zone while the
bridge is being demolished.

IV. Discussion of the Rule

This rule establishes a safety zone
from 6 a.m. on April 11, 2018 through
6 a.m. on April 14, 2018. The safety
zone will cover all navigable waters of
the Cumberland River between miles
62.6 and 63.6. The duration of the zone
is intended to protect personnel,
vessels, and the marine environment in
these navigable waters while the bridge
is being demolished. No vessel or
person will be permitted to enter the
safety zone without obtaining
permission from the COTP or a
designated representative. They may be
contacted via VHF—FM marine channel
16 or by telephone at 270-217-0959. If
permission is granted, all persons and
vessels shall comply with the
instructions of the COTP or a designated
representative. The COTP or a
designated representative will inform
the public through Broadcast Notices to
Mariners (BNMs) via VHF-FM marine
channel 16 about the enforcement
period for the safety zone, as well as any
changes in the dates and times of
enforcement.

V. Regulatory Analyses

We developed this rule after
considering numerous statutes and
Executive orders related to rulemaking.
Below we summarize our analyses
based on a number of these statutes and
Executive orders, and we discuss First
Amendment rights of protestors.
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A. Regulatory Planning and Review

Executive Orders 12866 and 13563
direct agencies to assess the costs and
benefits of available regulatory
alternatives and, if regulation is
necessary, to select regulatory
approaches that maximize net benefits.
Executive Order 13771 directs agencies
to control regulatory costs through a
budgeting process. This rule has not
been designated a “‘significant
regulatory action,” under Executive
Order 12866. Accordingly, this rule has
not been reviewed by the Office of
Management and Budget (OMB), and
pursuant to OMB guidance it is exempt
from the requirements of Executive
Order 13771.

This regulatory action determination
is based on the size, location, and
duration of the zone. This rule
establishes a temporary safety zone,
limiting access to a one-mile section of
the Gumberland River, miles 62.6 to
63.6, during bridge demolition and
clean-up operations occurring over a 3-
day period.

B. Impact on Small Entities

The Regulatory Flexibility Act of
1980, 5 U.S.C. 601-612, as amended,
requires Federal agencies to consider
the potential impact of regulations on
small entities during rulemaking. The
term ‘“‘small entities”” comprises small
businesses, not-for-profit organizations
that are independently owned and
operated and are not dominant in their
fields, and governmental jurisdictions
with populations of less than 50,000.
The Coast Guard certifies under 5 U.S.C.
605(b) that this rule will not have a
significant economic impact on a
substantial number of small entities.

While some owners or operators of
vessels intending to transit the safety
zone may be small entities, for the
reasons stated in section V.A above, this
rule will not have a significant
economic impact on any vessel owner
or operator.

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104—121),
we want to assist small entities in
understanding this rule. If the rule
would affect your small business,
organization, or governmental
jurisdiction and you have questions
concerning its provisions or options for
compliance, please contact the person
listed in the FOR FURTHER INFORMATION
CONTACT section.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture

Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1-
888-REG-FAIR (1-888—734—3247). The
Coast Guard will not retaliate against
small entities that question or complain
about this rule or any policy or action
of the Coast Guard.

C. Collection of Information

This rule will not call for a new
collection of information under the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501-3520).

D. Federalism and Indian Tribal
Governments

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has 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. We have
analyzed this rule under that Order and
have determined that it is consistent
with the fundamental federalism
principles and preemption requirements
described in Executive Order 13132.

Also, this rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect 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. If you
believe this rule has implications for
federalism or Indian tribes, please
contact the person listed in the FOR
FURTHER INFORMATION CONTACT section
above.

E. Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 (adjusted for inflation) or
more in any one year. Though this rule
will not result in such an expenditure,
we do discuss the effects of this rule
elsewhere in this preamble.

F. Environment

We have analyzed this rule under
Department of Homeland Security
Directive 023—01 and Commandant
Instruction M16475.1D, which guide the
Coast Guard in complying with the
National Environmental Policy Act of
1969 (42 U.S.C. 4321-4370f), and have
determined that this action is one of a
category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. This rule involves a safety
zone lasting three days that will prohibit
entry within one-mile stretch of the
Cumberland River. It is categorically
excluded from further review under
paragraph L 60(a) of Appendix A, Table
1 of DHS Instruction Manual 023-01—
001-01, Rev. 01. A Record of
Environmental Consideration
supporting this determination is
available in the docket where indicated
under ADDRESSES.

G. Protest Activities

The Coast Guard respects the First
Amendment rights of protesters.
Protesters are asked to contact the
person listed in the FOR FURTHER
INFORMATION CONTACT section to
coordinate protest activities so that your
message can be received without
jeopardizing the safety or security of
people, places or vessels.

List of Subjects in 33 CFR Part 165

Harbors, Marine safety, Navigation
(water), Reporting and recordkeeping
requirements, Security measures,
Waterways.

For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

m 1. The authority citation for part 165
continues to read as follows:

Authority: 33 U.S.C. 1231; 50 U.S.C. 191;
33 CFR 1.05-1, 6.04-1, 6.04—6, and 160.5;
Department of Homeland Security Delegation
No. 0170.1.

m 2. Add § 165.T08—-0260 to read as
follows:

§165.T08-0260 Safety Zone; Cumberland
River, Canton, KY.

(a) Location. The following area is a
safety zone: all navigable waters of the
Cumberland River between miles 62.6
and 63.6, extending the entire width of
the river.

(b) Enforcement period. This section
will be enforced from 6 a.m. on April
11, 2018 through 6 a.m. on April 14,
2018, or until the bridge demolition
operation and cleanup of the main
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navigable channel is complete,
whichever occurs first.

(c) Regulations. (1) In accordance with
the general regulations in § 165.23, entry
into this zone is prohibited unless
authorized by the Captain of the Port
Sector Ohio Valley (COTP) or a
designated representative.

(2) Persons or vessels desiring to enter
into or pass through the zone must
request permission from the COTP or a
designated representative. They may be
contacted via VHF—FM marine channel
16 or by telephone at 270-217-0959.

(3) If permission is granted, all
persons and vessels shall comply with
the instructions of the COTP or
designated representative.

(d) Informational broadcasts. The
COTP or a designated representative
will inform the public through
Broadcast Notices to Mariners (BNMs)
of the enforcement period for this safety
zone as well as any changes in the dates
and times of enforcement.

Dated: April 9, 2018.
M.B. Zamperini

Captain, U.S. Coast Guard, Captain of the
Port Sector Ohio Valley.

[FR Doc. 2018-07717 Filed 4-12—18; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165

[Docket Number USCG-2017-1058]

RIN 1625-AA00

Safety Zone; Mississippi River, New
Orleans, LA

AGENCY: Coast Guard, DHS.
ACTION: Temporary final rule.

SUMMARY: The Coast Guard is
establishing two temporary safety zones
for navigable waters of the Mississippi
River, New Orleans, LA. These actions
are necessary to protect persons and
vessels from potential safety hazards
associated with fireworks displays on or
over this navigable waterway. Entry into
these zones is prohibited unless
authorized by the Captain of the Port
Sector New Orleans (COTP) or a
designated representative.

DATES: This rule is effective from 8:00
p-m. on May 6, 2018 through 8:45 p.m.
on May 25, 2018.

ADDRESSES: To view documents
mentioned in this preamble as being
available in the docket, go to http://
www.regulations.gov, type USCG-2017—
1058 in the “SEARCH” box and click

“SEARCH.” Click on Open Docket
Folder on the line associated with this
rule.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
email Lieutenant Commander (LCDR)
Howard Vacco, Sector New Orleans,
U.S. Coast Guard; telephone 504-365—
2281, email Howard.K.Vacco@uscg.mil.

SUPPLEMENTARY INFORMATION:
I. Table of Abbreviations

AHP Above Head of Passes

CFR Code of Federal Regulations

COTP Captain of the Port Sector New
Orleans

DHS Department of Homeland Security

FR Federal Register

NPRM Notice of proposed rulemaking

§ Section

U.S.C. United States Code

II. Background Information and
Regulatory History

The Coast Guard received notification
of the following fireworks displays that
require safety zones:

(1) On November 7, 2017, the New
Orleans Tourism and Marketing
Corporation notified the Coast Guard
that it would be conducting a fireworks
display from 7:45 p.m. through 8:45
p-m. on May 25, 2018. The fireworks
will be launched from a barge on the
Lower Mississippi River at approximate
mile marker (MM) 95.9 above Head of
Passes (AHP), New Orleans, LA.

(2) On March 14, 2018, the NOLA
2018 Foundation notified the Coast
Guard that it would be conducting a
fireworks display from 8 p.m. through
8:20 p.m. on May 6, 2018. The fireworks
will be launched from a barge on the
Lower Mississippi River at approximate
MM 95.4 AHP, New Orleans, LA.

In response to these notifications, on
January 17, 2018, the Coast Guard
published a notice of proposed
rulemaking (NPRM) titled Safety Zone;
Lower Mississippi River, New Orleans,
LA (83 FR 2394). There we stated why
we issued the NPRM, and invited
comments on our proposed regulatory
action related to this fireworks display.
During the comment period that ended
March 19, 2018, we received no
comments.

III. Legal Authority and Need for Rule

The Coast Guard is issuing this rule
under authority in 33 U.S.C. 1231. The
Captain of the Port Sector New Orleans
(COTP) has determined that potential
hazards associated with the fireworks to
be used in the May 6, 2018 and May 25,
2018 displays present a hazard to
anyone within a one-mile stretch of the
launch barges. The purpose of this rule
is to ensure safety of persons and

vessels on the navigable waters in the
safety zone before, during, and after the
scheduled events.

IV. Discussion of Comments, Changes,
and the Rule

As noted above, we received no
comments on our NPRM published
January 17, 2018.

The changes in the regulatory text
from the proposed rule in the NPRM
include minor editorial changes where
we refer to the time of enforcement as
the enforcement period, rather than the
effective period.

This rule establishes two temporary
safety zones on the following dates and
locations:

1. Bayou Country Music Fest: A safety
zone from 7:45 p.m. through 8:45 p.m.
on May 25, 2018. The safety zone will
cover all navigable waters of the Lower
Mississippi River between mile marker
(MM) 95.4 and MM 96.4 AHP.

2. NOLA Tricentennial 2018 Jazz and
Heritage Fest: A safety zone from 8 p.m.
through 9 p.m. on May 6, 2018. This
safety zone will encompass all navigable
waters of the Lower Mississippi River
between MMs 95 and 96 AHP.

Both safety zones encompass a one
mile stretch of river with a duration
lasting no more than one hour. The
duration of the zones is intended to
ensure the safety of persons and vessels
on these navigable waters before,
during, and after the scheduled
fireworks displays.

No vessel or person is permitted to
enter the safety zone without obtaining
permission from the COTP or a
designated representative. A designated
representative is a commissioned,
warrant, or petty officer of the U.S.
Coast Guard assigned to units under the
operational control of USCG Sector New
Orleans. They may be contacted on
VHF-FM Channel 16 or 67. Persons and
vessels permitted to enter these safety
zones must transit at their slowest safe
speed and comply with all lawful
directions issued by the COTP or the
designated representative. The COTP or
a designated representative will inform
the public through Broadcast Notices to
Mariners of any changes in the planned
schedule.

V. Regulatory Analyses

We developed this rule after
considering numerous statutes and
Executive orders related to rulemaking.
Below we summarize our analyses
based on a number of these statutes and
Executive orders, and we discuss First
Amendment rights of protestors.
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A. Regulatory Planning and Review

Executive Orders 12866 and 13563
direct agencies to assess the costs and
benefits of available regulatory
alternatives and, if regulation is
necessary, to select regulatory
approaches that maximize net benefits.
Executive Order 13771 directs agencies
to control regulatory costs through a
budgeting process. This rule has not
been designated a “‘significant
regulatory action,” under Executive
Order 12866. Accordingly, this rule has
not been reviewed by the Office of
Management and Budget (OMB), and
pursuant to OMB guidance it is exempt
from the requirements of Executive
Order 13771.

This regulatory action determination
is based on these zones lasting one hour
and encompassing a one-mile stretch of
the Lower Mississippi River. In
addition, vessel traffic seeking to transit
the areas can seek permission to enter
from the COTP or his designated
representative.

B. Impact on Small Entities

The Regulatory Flexibility Act of
1980, 5 U.S.C. 601-612, as amended,
requires Federal agencies to consider
the potential impact of regulations on
small entities during rulemaking. The
term “‘small entities” comprises small
businesses, not-for-profit organizations
that are independently owned and
operated and are not dominant in their
fields, and governmental jurisdictions
with populations of less than 50,000.
The Coast Guard received no comments
from the Small Business Administration
on this rulemaking. The Coast Guard
certifies under 5 U.S.C. 605(b) that this
rule will not have a significant
economic impact on a substantial
number of small entities.

While some owners or operators of
vessels intending to transit the safety
zone may be small entities, for the
reasons stated in section V.A above, this
rule will not have a significant
economic impact on any vessel owner
or operator.

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we want to assist small entities in
understanding this rule. If the rule
would affect your small business,
organization, or governmental
jurisdiction and you have questions
concerning its provisions or options for
compliance, please contact the person
listed in the FOR FURTHER INFORMATION
CONTACT section.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine

compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1-
888—REG-FAIR (1-888-734—3247). The
Coast Guard will not retaliate against
small entities that question or complain
about this rule or any policy or action
of the Coast Guard.

C. Collection of Information

This rule will not call for a new
collection of information under the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501-3520).

D. Federalism and Indian Tribal
Governments

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has 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. We have
analyzed this rule under that Order and
have determined that it is consistent
with the fundamental federalism
principles and preemption requirements
described in Executive Order 13132.

Also, this rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect 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. If you
believe this rule has implications for
federalism or Indian tribes, please
contact the person listed in the FOR
FURTHER INFORMATION CONTACT section.

E. Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 (adjusted for inflation) or
more in any one year. Though this rule
will not result in such an expenditure,
we do discuss the effects of this rule
elsewhere in this preamble.

F. Environment

We have analyzed this rule under
Department of Homeland Security
Directive 023—01 and Commandant
Instruction M16475.1D, which guide the
Coast Guard in complying with the
National Environmental Policy Act of
1969 (42 U.S.C. 4321-43701), and have
determined that this action is one of a
category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. This rule involves two
safety zones lasting less than one hour
each that will prohibit entry within a
one-mile stretch of the Lower
Mississippi River. It is categorically
excluded from further review under
paragraph L60(a) of Appendix A, Table
1 of DHS Instruction Manual 023-01—
001-01, Rev. 01. A Record of
Environmental Consideration
supporting this determination is
available in the docket where indicated
under ADDRESSES.

G. Protest Activities

The Coast Guard respects the First
Amendment rights of protesters.
Protesters are asked to contact the
person listed in the FOR FURTHER
INFORMATION CONTACT section to
coordinate protest activities so that your
message can be received without
jeopardizing the safety or security of
people, places or vessels.

List of Subjects in 33 CFR Part 165

Harbors, Marine safety, Navigation
(water), Reporting and recordkeeping
requirements, Security measures,
Waterways.

For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

m 1. The authority citation for part 165
continues to read as follows:

Authority: 33 U.S.C. 1231; 50 U.S.C. 191;
33 CFR 1.05-1, 6.04-1, 6.04—6, and 160.5;
Department of Homeland Security Delegation
No. 0170.1.

m 2. Add § 165.T08-1058 to read as
follows:

§165.T08—1058 Safety Zones; Lower
Mississippi River, New Orleans, LA.

(a) Safety zones. The following areas
are safety zones:

(1) Bayou Country Music Fest, New
Orleans, LA—(i) Location. All navigable
waters of the Lower Mississippi River
between mile marker (MM) 95.4 and
MM 96.4, above Head of Passes.
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(ii) Enforcement period. This rule will
be enforced from 7:45 p.m. through 8:45
p-m. on May 25, 2018.

(2) NOLA Tricentennial 2018 Jazz and
Heritage Fest—(i) Location. All
navigable waters of the Lower
Mississippi River between mile marker
(MM) 94 and MM 95, above Head of
Passes.

(ii) Enforcement period. This rule will
be enforced from 8 p.m. through 9 p.m.
on May 6, 2018.

(b) Regulations. (1) In accordance
with the general regulations in § 165.23,
entry into these zones is prohibited
unless specifically authorized by the
Captain of the Port Sector New Orleans
(COTP) or a designated representative.
A designated representative is a
commissioned, warrant, or petty officer
of the U.S. Coast Guard assigned to
units under the operational control of
U.S. Coast Guard Sector New Orleans.

(2) Vessels requiring entry into this
safety zone must request permission
from the COTP or a designated
representative. They may be contacted
on VHF-FM Channel 16 or 67.

(3) Persons and vessels permitted to
enter these safety zones must transit at
their slowest safe speed and comply
with all lawful directions issued by the
COTP or the designated representative.

(c) Information broadcasts. The COTP
or a designated representative will
inform the public through Broadcast
Notices to Mariners of any changes in
the planned schedule.

Dated: April 9, 2018.
Wayne R. Arguin,

Captain, U.S. Coast Guard, Captain of the
Port Sector New Orleans.

[FR Doc. 2018-07716 Filed 4-12—18; 8:45 am|
BILLING CODE 9110-04-P

DEPARTMENT OF COMMERCE

National Institutes of Standards and
Technology

37 CFR Parts 401 and 404

[Docket No.: 160311229-8347-02]

RIN 0693—-AB63

Rights to Federally Funded Inventions

and Licensing of Government Owned
Inventions

AGENCY: National Institute of Standards
and Technology (NIST), United States
Department of Commerce.

ACTION: Final rule.

SUMMARY: This final rule reduces
regulatory burdens by clarifying
electronic reporting, updating certain
sections to conform with changes in the

patent laws, and streamlining the
licensing application process for some
Federal laboratory collaborators, makes
technical corrections, clarifies the role
of provisional patent application filing,
explains a unique situation that may be
appropriate for a Determination of
Exceptional Circumstances, clarifies the
role of funding agencies in the Bayh-
Dole process, and addresses subject
inventions as to which a Federal
laboratory employee is a co-inventor.
DATES: This rule is effective May 14,
2018.

FOR FURTHER INFORMATION CONTACT:
Courtney Silverthorn, via email:
courtney.silverthorn@nist.gov or by
telephone at 301-975-4189.
SUPPLEMENTARY INFORMATION: These rule
revisions are promulgated under the
University and Small Business Patent
Procedures Act of 1980, Public Law 96—
517 (as amended), codified at title 35 of
the United States Code (U.S.C.) 200 et
seq., commonly known as the “Bayh-
Dole Act” or simply “Bayh-Dole,”
which governs rights in inventions
made with Federal assistance. The
Bayh-Dole Act obligates nonprofit
organizations and small business firms
(“contractors”), and large businesses, as
directed by Executive Order 12591 and
to the extent permitted by law, to
disclose each “subject invention” (that
is, each invention conceived or first
actually reduced to practice in the
performance of work under a funding
agreement, 35 U.S.C. 201(e)) within a
reasonable time after the invention
becomes known to the contractor, 35
U.S.C. 202(c)(1), and permits contractors
to elect, within a reasonable time after
disclosure, to retain title to a subject
invention, 35 U.S.C. 202(a). Under
certain defined “‘exceptional”
circumstances, Bayh-Dole permits the
Government to restrict or eliminate the
contractor’s right to elect to retain title,
35 U.S.C. 202(a), 202(b).

The Secretary of Commerce has
delegated to the Director of NIST the
authority to promulgate implementing
regulations. Regulations implementing
35 U.S.C. 202 through 204 are codified
at 37 CFR part 401, “Rights to
Inventions Made by Nonprofit
Organizations and Small Business Firms
under Government Grants, Contracts,
and Co-operative Agreements,” and
apply to all Federal agencies, 37 CFR
401.1(b). These regulations govern all
“subject inventions,” as defined in 37
CFR 401.2(d), even if the Federal
government is not the sole source of
funding for either the conception or the
reduction to practice, 37 CFR 401.1(a).
Regulations implementing 35 U.S.C.
208, specifying the terms and conditions

upon which federally owned
inventions, other than inventions
owned by the Tennessee Valley
Authority, may be licensed on a
nonexclusive, partially exclusive, or
exclusive basis, are codified at 37 CFR
part 404, “Licensing of Government
Owned Inventions.”

Bayh-Dole and its implementing
regulations require Federal funding
agencies to employ certain “‘standard
clauses” in funding agreements awarded
to contractors, except under certain
specified conditions, 37 CFR 401.3.
Through these standard clauses, set
forth at 37 CFR 401.14(a), contractors
are obligated to take certain actions to
properly manage subject inventions.
These actions include, but are not
limited to, disclosing each subject
invention to the Federal agency within
two months after the contractor’s
inventor discloses it in writing to
contractor personnel responsible for
patent matters, paragraph (c)(1) of the
clause; electing in writing whether or
not to retain title to any subject
invention by notifying the Federal
agency within two years of disclosure to
the Federal agency, paragraph (c)(2) of
the clause; filing an initial patent
application on a subject invention as to
which the contractor elects to retain title
within one year after election, paragraph
(c)(3) of the clause; executing and
promptly delivering to the Federal
agency all instruments necessary to
establish or confirm the rights the
Government has throughout the world
in those subject inventions to which the
contractor elects to retain title,
paragraph (f)(1) of the clause; requiring,
by written agreement, the contractor’s
employees to disclose promptly in
writing each subject invention made
under contract, paragraph (f)(2) of the
clause; notifying the Federal agency of
any decision not to continue the
prosecution of a patent application,
paragraph (f)(3) of the clause; and
including in the specification of any
U.S. patent applications and any patent
issuing thereon covering a subject
invention, a statement that the
invention was made with Government
support under the grant or contract
awarded by the Federal agency, and that
the Government has certain rights in the
invention, paragraph (f)(4) of the clause.

In addition, a contractor is obligated
to include the requirements of the
standard clauses in any subcontracts
under the contractor’s award, paragraph
(g) of the clause; to submit periodic
reports as requested on the utilization of
a subject invention or on efforts at
obtaining such utilization that are being
made by the contractor or its licensees
or assignees, paragraph (h) of the clause;
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and to agree that neither the contractor
nor any assignee will grant to any
person the exclusive right to use or sell
any subject inventions in the United
States unless such person agrees that
any products embodying the subject
invention or produced through the use
of the subject invention will be
manufactured substantially in the
United States, paragraph (i) of the
clause, subject to waiver.

Bayh-Dole and its implementing
regulations also specify certain
conditions applicable to licenses
granted by Federal agencies in any
federally owned invention. The
implementing regulations include 37
CFR 404.5, which sets forth restrictions
and conditions applicable to all Federal
agency licenses, 37 CFR 404.6, which
addresses requirements pertaining to
nonexclusive licenses, and 37 CFR
404.7, which addresses requirements
pertaining to exclusive and partially
exclusive licenses.

This rulemaking reduces regulatory
burdens on large and small businesses,
universities, non-profit organizations,
and other recipients of federal funding
in several ways. The rule provides
greater clarity to large businesses by
codifying the applicability of Bayh-Dole
as directed in Executive Order 12591
which has been in effect since 1987, and
provides greater clarity to all federal
funding recipients by updating
regulatory provisions to align with
provisions of the Leahy-Smith America
Invents Act in terms of definitions,
required time frames, and use of royalty
funds, which will reduce compliance
burdens on recipients of federal
funding. The rule also clarifies
electronic reporting processes,
simplifying the burden of the statutorily
required reporting process. Finally, the
rule provides for automatic extensions
of the requirement to file non-
provisional patent applications, and
removes the requirement for a business,
university, or other collaborator to
submit a separate license application for
a federal invention being used under a
cooperative research and development
agreement.

Pursuant to authority delegated to it
by the Secretary of Commerce, NIST is
revising parts 401 and 404 of title 37 of
the Code of Federal Regulations (CFR)
which address rights to inventions made
under Government grants, contracts,
and co-operative agreements, and
licensing of government owned
inventions. The rule shall apply to all
new funding agreements as defined in
37 CFR 401.2(a) that are executed after
the effective date of the rule. The rule
shall not apply to a funding agreement
in effect on or before the effective date

of the rule, provided that if such
existing funding agreement is thereafter
amended, the funding agency may, in its
discretion, make the amended funding
agreement subject to the rule
prospectively.

Response to Comments

NIST received 17 comment
submissions during the public comment
period for the notice of proposed
rulemaking published November 7,
2016, 81 FR 78090. NIST thanks the
public for its careful review and
submissions. The comments received
and NIST’s responses are summarized
below.

1. One comment requested
clarification about the revised definition
of statutory period in §§401.2(0) and
401.14(a)(7). NIST has revised the
definition to clarify that the statutory
period refers to the one-year period in
35 U.S.C. 102(b)(1) as amended by the
Leahy-Smith America Invents Act.

2. Several comments suggested a
revision to §401.3(a)(1) permitting
foreign collaborators to receive standard
Bayh-Dole rights. NIST declines to
revise this provision of the regulations.
NIST notes that the language of
§401.3(a)(1) closely tracks that of 35
U.S.C. 202(a)(i). Both the statute and the
regulation accord a funding agency
discretion in crafting the terms and
conditions of a funding agreement
“when the contractor is not located in
the United States or does not have a
place of business located in the United
States or is subject to the control of a
foreign government.”

3. Several comments noted the
removal of the appeals process in
§401.3(a)(5). This was not NIST’s
intent. Accordingly, NIST has added
reference to §401.3(a)(5) in §401.3(b),
requiring an agency exercising that
exception to use the standard clause at
§401.14 with only such modifications
as are necessary to address the
exceptional circumstances or concerns
which led to the use of the exception.
In addition, the first sentence of
§401.4(a) of the final rule makes clear
that each of the exceptions at
§401.3(a)(1) through (6) of the final rule
is subject to a contractor right to an
administrative review.

4. Several comments objected to the
addition of the exception, recited in
§401.3(a)(6), which authorizes a
funding agency to use alternative
provisions if the contract provides for
services and the contractor is not a
nonprofit organization and does not
promote the commercialization and
public availability of subject inventions.
This exception is intended to address
the scenario in which a services

contractor, whose business model by
design does not promote the
commercialization or public availability
of subject inventions, can, by simply
neglecting to waive title for as long as
two years, delay (at best) efforts to
achieve commercialization or public
availability. In reciting the §401.3(a)(6)
exception, the final rule also provides
that it is subject to an administrative
review right.

5. Several comments objected to
provisions in § 401.5 allowing Federal
agencies to request additional invention
reporting. NIST notes that the
alternative reporting set forth in
§401.5(f)(1) through (3) is neither new
language nor obligatory upon funding
agencies. The suggestion of several
commenters, that this is new language,
is incorrect.

6. Several comments objected to the
proposed revisions to §§401.7 and
401.14(k) (by reference to §401.7),
regarding the small business preference
requirement of 35 U.S.C. 202(c)(7)(D).
The proposed revision to §401.7(b)
provides that small business firms that
believe a nonprofit organization is not
according appropriate preference to
small business firms may report their
concerns in the first instance to the
funding agency, rather than to the
Secretary of Commerce as previously
provided. It is believed that this change
will in many instances facilitate
resolution of concerns, given the
funding agency’s familiarity with the
subject matter and purpose of its award.
Where a small business firm is
dissatisfied with the funding agency
response, or receives none within 90
days, the proposed revision provides
that it may thereafter report its
concerns, together with any response
from the funding agency, to the
Secretary of Commerce. NIST declines
to remove these proposed changes.

7. One comment suggested revisions
to §§401.7 and 401.14(k) to address
licensing to what were characterized by
the commenter as “non-practicing
entities.” NIST declines to make the
suggested revisions, and notes that
under §401.14(k)(4), a nonprofit
contractor must give a licensing
preference to a small business firm with
a marketing plan for the invention
which is as likely to bring the invention
to practical application as the plans of
other firms, however those other firms
might be characterized. At the same
time, §401.14(k)(4) does not prescribe
the type of license (exclusive, non-
exclusive, or partially exclusive) to be
granted, the result of which is that a
nonprofit contractor is accorded the
flexibility, through its licensing policies,
procedures and practices, to promote
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the practical application and public
availability of subject inventions, while
according to small business firms the
preference required under 35 U.S.C.
202(7)(D).

8. Comments generally supported
revisions to §401.10 on the management
of subject inventions when there is a
Federal employee who is a co-inventor
of the subject invention, and NIST
appreciates the suggestions for
additional clarification. NIST has
required consultation with the
contractor in §401.10(a)(2), but declines
the suggestion that it should restrict the
scope of the required consultation. In
addition, NIST has clarified that
paragraphs (ii) through (vi) of
§401.10(a)(3) all apply only after a
contractor has elected not to retain title,
and has added a paragraph (c) to clarify
that the regulation will not supersede
inter-institutional agreements for the
management of jointly-owned subject
inventions. As appropriate, NIST has
also revised §401.10(a)(3) to recite
“title” rather than “‘rights” for
consistency and clarity.

9. Several comments pertained to
priority of patent applications and
prosecution or abandonment of an
initial patent application filed by the
Government per §401.10(a)(2). Priority
of applications is an individual
determination made by the U.S. Patent
and Trademark Office and is outside the
scope of this rulemaking. With regard to
prosecution or abandonment of an
initial patent application filed by the
Government on a jointly-owned subject
invention, NIST notes that it is within
the discretion of the funding agency to
determine, in consultation with the
contractor as required by this paragraph,
the appropriate course of action for a
particular subject invention, which
could include abandoning an initial
patent application or transferring the
prosecution of an initial patent
application to the contractor under an
inter-institutional or other appropriate
agreement. In all cases, NIST observes
that actions taken by a funding agency
should not operate to preclude a
contractor from electing title to a subject
invention.

10. One comment requested
clarification as to whether the “team
exception” of post-AIA 35 U.S.C.
102(b)(2)(C) may be invoked for filings
on joint subject inventions. That
provision of the patent statute provides
that subject matter disclosed 1 year or
less before the effective filing date of a
claimed invention shall not be prior art
to the claimed invention under 35
U.S.C. 102(a)(2), where that subject
matter and the claimed invention, not
later than the effective filing date of the

claimed invention, were owned by the
same person or subject to an obligation
of assignment to the same person. The
present rulemaking is not intended to
affect the prosecution strategy of a sole
or joint applicant for patent. At the same
time, NIST notes that prior art
determinations, including the
applicability of the “team exception,”
are made by the U.S. Patent and
Trademark Office, and so are outside the
scope of this rulemaking.

11. One comment noted that § 401.14
does not contain a definition of the term
contractor. NIST has made this addition
in §401.14(a)(8) to recite the revised
definition found in §401.2(b).

12. A number of comments objected
to the proposed revision to
§401.14(c)(2), providing that a Federal
agency may shorten the two-year period
for election of title by a contractor if
“necessary to protect the Government’s
interests.” NIST has removed this
revision from the final rulemaking.

13. A number of comments objected
to the proposed revision to
§401.14(d)(1), which would remove the
60-day time limit within which a
Federal agency must make written
request to a contractor to convey title,
after learning of the failure of the
contractor to disclose an invention or
elect title within the specified times.
While NIST appreciates the concerns of
commenters, the proposed revision will
be maintained in the final rule. A
contractor’s failure to timely disclose or
elect title to a subject invention, both as
required by its funding agreement, can
work to deny the Federal government
any rights in the funded invention,
through no fault of the funding agency.

14. A number of comments urged
clarification of proposed revisions
relating to the increased use by
contractors of provisional applications
under the Leahy-Smith America Invents
Act and the Government’s ability to
request conveyance of rights in
abandoned provisional applications.
NIST acknowledges the increased use of
provisional applications, and that a
contractor may reasonably decide, as a
matter of prosecution strategy, not to
convert a provisional application under
appropriate circumstances, without
abandoning the subject invention itself
or foreclosing the contractor’s ability to
file one or more additional applications
directed to that invention. NIST has
revised §401.14(d)(3) to make clear that
this section applies to abandoned non-
provisional applications, and has made
an analogous revision to § 401.14(f)(3).
NIST expects that a contractor making a
strategic decision such as described
above will communicate its decision,

and its intent not to abandon the subject
invention itself, to the funding agency.

15. A number of comments objected
to the proposed revision in §401.14(f)(3)
to extend the required notification
period for decisions not to continue
patent prosecution from 30 days before
the expiration of the response period to
120 days. NIST aims to balance the
needs of contractors to have sufficient
time to respond to actions, and the
needs of Federal agencies to receive
information in sufficient time to
evaluate whether to request conveyance
and assume prosecution of an
application. NIST appreciates comments
reflecting appreciation of these
competing needs. NIST has shortened
the notification period from the
proposed 120 days to 60 days in the
final rule.

16. One comment requested
clarification of references to Patent Trial
and Appeals Board proceedings in
§401.14(f)(3). NIST has revised this
paragraph to clarify that the list of
decisions requiring the contractor to
notify the Federal agency pertain to a
subject invention.

17. Several comments requested
revisions to the Government support
clause in §401.14(f)(4) to allow
flexibility in the statement required by
the contractor rather than the precise
language recited. NIST declines to do
so, and notes that, apart from the
requirement to identify the contract and
the funding agency, the language of the
statement required by the rule tracks
almost verbatim that of 35 U.S.C.
202(c)(6). NIST will not invite departure
from these two clear, concise sentences,
which notify readers of the Federal
government’s rights in a subject
invention.

18. Several comments suggested
revision to §401.14(i) to permit
automatic waivers from the requirement
for substantial U.S. manufacture. NIST
declines to make such a change, noting
that § 401.14(i) tracks very closely the
language of 35 U.S.C. 204, which itself
makes clear that waivers from the
requirement may be granted by the
funding agency “in individual cases,”
upon a showing.

19. Several comments were directed
towards electronic filing and the
Interagency Edison (iEdison) system,
and noted the proposed changes in
§§401.16 and 401.17. While NIST
strongly supports the use of iEdison by
funding agencies, it cannot mandate or
compel agency use. Accordingly,
revisions to § 401.16, which provides
that written notices may be
electronically delivered to the agency or
the contractor through an electronic
database, do not mandate the use of
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iEdison or any other system. NIST also
notes comments directed to compliance
and training, and is pleased to note that
it is collaborating with the National
Institutes of Health to develop a series
of iEdison training modules expected to
be available to agencies and contractors
after publication of this final rule.

20. A number of comments noted
specific challenges and error messages
relating to the iEdison reporting system.
NIST is pleased to note that it is
working with the National Institutes of
Health to evaluate the iEdison
messaging system and identify
opportunities for updates and
improvements. Contractors and agencies
are encouraged to contact the National
Institutes of Health to report specific
errors in the system so these can be
flagged for evaluation.

21. One comment concerned the
publication process for patent
applications, which NIST notes is
unrelated to this rulemaking.

22. Several comments were submitted
regarding the management and licensing
of federally owned inventions with
regard to transparency and availability
to the public. NIST notes that 35 U.S.C.
209 and 37 CFR 404.7 direct agencies in
the criteria to be applied and the public
notification processes to be followed in
exercising the authority to grant
exclusive and partially exclusive
licenses to federally owned inventions,
and provide for administrative appeals
from agency licensing decisions, which
appeals are also subject to review by the
United States Court of Federal Claims.

23. One comment stated that the
notice of proposed rulemaking was not
as widely publicized as other regulation
changes, and suggested that more time
should be provided “if few comments
are received.” NIST published its notice
of proposed rulemaking in the Federal
Register, in which it announced a
public meeting/webinar, which took
place during the 30-day period set in the
Federal Register notice of proposed
rulemaking for public comment. In
addition to the Federal Register, NIST
utilized multiple communications
media to publicize the notice of
proposed rulemaking, the public
meeting, and the request for comments.
NIST was pleased to receive 17
comments through Regulations.gov,
which NIST has taken into account in
this final rule.

Changes From the Proposed Rule

1. Revise the scope in §401.1(e) to
include the alternate provisions in
§401.3(a)(5) and (6) in the list of
deviations that do not require the
Secretary’s approval.

2. Revise the proposed definition of
the term initial patent application in
§401.2(n) to include Patent Cooperative
Treaty applications and applications for
Plant Variety Protection certificates,
when applicable.

3. Revise the proposed definition of
the term statutory period in § 401.2(o0)
and in § 401.14(a)(7) to clarify that it
refers to the one-year period in 35
U.S.C. 102(b) as amended by the Leahy-
Smith America Invents Act.

4. Revise §401.3(b) to include the
exception at § 401.3(a)(5) in the list of
exceptions where an agency must use
only the modifications necessary to
address the exceptional circumstances.

5. Correct formatting error to retain
§401.3(e) through (g).

6. Re-insert the small business
certification requirement in § 401.3(h).

7. Revise §401.4(a) to include the
exceptions at §401.3(a)(5) and (6) in the
list of exceptions as to which a
contractor has the right to an
administrative review.

8. Revise §401.5 to make technical
clarifications.

9. Revise the proposed addition at
§401.10(a)(2) to require a Federal
agency to consult with a contractor
before submitting an initial patent
application.

10. Revise the proposed additions at
§401.10(a)(3)(iv) and (vi) to clarify that
they apply after a contractor has waived
title to the subject invention.

11. Add a paragraph at §401.10(c) to
allow other inter-institutional
agreements for the management of
jointly-owned subject inventions to
supersede §401.10.

12. Revise §401.10 to align regulatory
language with statute language.

13. Revise §401.13(c)(2) to remove the
time limit under which agencies shall
not disclose patent applications, and
state that the prohibition on agency
release does not apply to documents
published by the U.S. Patent and
Trademark Office.

14. Add a paragraph at §401.14(a)(8)
to define the term contractor as defined
in §401.2(b).

15. Remove the proposed revision at
§401.14(c)(2) which would allow an
agency to shorten the two-year period
for election of title if necessary to
protect the Government’s interest.

16. Revise § 401.14(c)(3) to require a
contractor to file a non-provisional
application 10 months after filing a
provisional application.

17. Revise the proposed addition at
§401.14(c)(4) to clarify that the Federal
agency employing a co-inventor may file
an initial patent application, provided
that the contractor retains the ability to

elect title, in accordance with the
revisions at §401.10.

18. Revise §401.14(c)(5) to state that
a request to extend the 10-month
deadline for filing a non-provisional
application after first filing a provisional
application will be automatically
granted for one year unless an agency
notifies the contractor within 60 days of
the request.

19. Revise §401.14(d)(3) to state that
the section only applies to non-
provisional applications and update the
conditions under which a contractor
will convey title to the Federal agency
to be consistent with the Leahy-Smith
America Invents Act provisions.

20. Revise the proposed revision at
§401.14(f)(3) to change the notification
period to 60 days prior to the expiration
of the statutory deadline and clarify that
only decisions pertaining to the subject
invention made under contract require
the contractor to provide notification to
the Federal agency.

21. Correct formatting error to retain
§401.14(f)(4) and (g)(1).

22. Revise the proposed revisions at
§401.14(k)(4) to reference § 401.7.

23. Revise §404.7(a)(1)(i) and (b)(1)(i)
to allow prospective exclusive, co-
exclusive, or partially exclusive licenses
to be advertised in places other than the
Federal Register.

Classification

NIST has determined that the final
rule is consistent with the Bayh-Dole
Act of 1980 and other applicable law.

Executive Order 12866

This rulemaking is a significant
regulatory action under sections 3(f)(3)
and 3(f)(4) of Executive Order 12866, as
it raises novel policy issues. This
rulemaking, however, is not an
“economically significant” regulatory
action under section 3(f)(1) of the
Executive order, as it does not have an
effect on the economy of $100 million
or more in any one year, and it does not
have a material adverse effect on the
economy, a sector of the economy,
productivity, competition, jobs, the
environment, public health or safety, or
State, local, or tribal governments or
communities.

Executive Order 13771

This final rule is considered to be an
E.O. 13771 deregulatory action. Details
on the cost savings can be found in the
rule’s Estimated Cost Savings section.

Executive Order 13132

This rule does not contain policies
with Federalism implications as defined
in Executive Order 13132.
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Regulatory Flexibility Act

The Regulatory Flexibility Act (RFA)
requires the preparation and availability
for public comment of “an initial
regulatory flexibility analysis” which
will “describe the impact of the rule on
small entities.” (5 U.S.C. 603(a).)
Section 605 of the RFA allows an
agency to certify a rule, in lieu of
preparing an analysis, if the rulemaking
is not expected to have a significant
economic impact on a substantial
number of small entities.

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 rule
would not have a significant economic
impact on a substantial number of small
entities. The factual basis for this
determination was published in the
proposed rule and is not repeated here.
No comments were received regarding
the certification and NIST has not
received any new information that

would affect its determination. As a
result, a final regulatory flexibility
analysis was not required and none was
prepared.

Estimated Cost Savings

Cost savings are anticipated from this
rule by streamlining the licensing
process for licensees that are already
partnering with a Federal agency under
a Cooperative Research and
Development Agreement (CRADA).
Federal agency collaborators include
members from industry, academia, state
and local governments, and individuals
from the public. Costs to enter into a
license with a Federal agency include
the labor time on the part of the non-
government collaborator to negotiate
and execute the license with the Federal
agency. NIST subject matter experts
utilized annual technology transfer data
reported by several Federal agencies to
determine that the average Federal
license takes approximately 5 months to
execute.! Assuming 5 hours of effort per
month, approximately 25 hours of effort

is invested by the non-Federal
collaborator in executing a license with
a Federal agency. Based on NIST
database information, NIST subject
matter experts estimate approximately
one in five invention licenses is
associated with a CRADA research plan,
and Federal agencies report
approximately 446 new invention
licenses each year.2

For the purposes of estimating
opportunity costs, NIST subject matter
experts deemed it reasonable to use the
average of a lawyer’s mean hourly wage
($67.25) and a legal support worker’s
hourly wage ($31.81), as informed by
the Bureau of Labor and Statistics,3 to
approximate an hourly wage for the
average Federal license negotiator. That
rate is $49.52/hour.

Eliminating the need to negotiate a
separate license document from CRADA
collaborators is estimated to save
Federal agency collaborators
approximately $110,430 annually, as
reflected in the chart below.

inv'\éi\?ilon Percent of licenses Number of licenses Negotiation Hourly wage of Projected cost

licenses/ associated with a associated with a time/license non-Federal savings to
year CRADA CRADA (hours) negotiator the public
446 20 92 25 $49.52 —-$110,430

National Environmental Policy Act

This rule will not significantly affect
the quality of the human environment.
Therefore, an environmental assessment
or Environmental Impact Statement is
not required to be prepared under the
National Environmental Policy Act of
1969.

List of Subjects in 37 CFR Parts 401 and
404

Inventions and patents, Laboratories,
Research and development, Science and
technology, Technology transfer.

For the reasons stated in the
preamble, the National Institute of
Standards and Technology amends 37
CFR parts 401 and 404 as follows:

1DOCG average time over last five years to execute
a license is 5 months: https://www.nist.gov/sites/
default/files/documents/2017/09/08/fy2016-doc-
tech-trans-report-final-9-5-17.pdf; DOE average time
to execute a license is 98 business days; 22 business
days per month averages 4.5 months: https://

PART 401—RIGHTS TO INVENTIONS
MADE BY NONPROFIT
ORGANIZATIONS AND SMALL
BUSINESS FIRMS UNDER
GOVERNMENT GRANTS,
CONTRACTS, AND COOPERATIVE
AGREEMENTS

m 1. The authority citation for 37 CFR
part 401 continues to read as follows:

Authority: 35 U.S.C. 206; DOO 30-2A.

m 2. Section 401.1 is amended as
follows:
m a. Revise the second sentence of
paragraph (b); and
m b. Revise the fourth and fifth
sentences of paragraph (e).

The revisions read as follows:

§401.1 Scope.

* * * * *

(b) * * * It applies to all funding
agreements with business firms
regardless of size (consistent with
section 1, paragraph (b)(4) of Executive
Order 12591, as amended by Executive
Order 12618) and to nonprofit

www.nist.gov/sites/default/files/documents/2017/
04/19/technologytransferreporttocongressfy14.pdf;
USDA average time over last five years to execute

a license is 4.6 months: https://www.usda.gov/sites/
default/files/documents/usda-fy16-tech-transfer-
report.pdf.

organizations, except for a funding
agreement made primarily for
educational purposes. * * *

* * * * *

(e) * * * Modifications or tailoring of
clauses as authorized by § 401.5 or
§401.3, when alternate provisions are
used under §401.3(a)(1) through (6), are
not considered deviations requiring the
Secretary’s approval. Three copies of
proposed and final agency regulations
supplementing this part shall be
submitted to the Secretary at the office
set out in §401.17 for approval for
consistency with this part before they
are submitted to the Office of
Management and Budget (OMB) for
review under Executive Order 12866 or,
if no submission is required to be made
to OMB, before their submission to the
Federal Register for publication.

* * * * *

m 3. Section 401.2 is amended as
follows:

m a. Revise paragraphs (b) and (n); and
m b. Add paragraph (o).

2 Average over the last five years: https://
www.nist.gov/sites/default/files/documents/2016/
10/26/fy2014_federal tech_transfer report.pdf.

3Bureau of Labor and Statistics May 2016 wage
data: https://www.bls.gov/oes/current/oes_nat.htm.
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The revisions and additions read as
follows:

§401.2 Definitions.

* * * * *

(b) The term contractor means any
person, small business firm or nonprofit
organization, or, as set forth in section
1, paragraph (b)(4) of Executive Order
12591, as amended, any business firm
regardless of size, which is a party to a

funding agreement.
* * * * *

(n) The term initial patent application
means, as to a given subject invention,
the first provisional or non-provisional
U.S. national application for patent as
defined in 37 CFR 1.9(a)(2) and (3),
respectively, the first international
application filed under the Patent
Cooperation Treaty as defined in 37 CFR
1.9(b) which designates the United
States, or the first application for a Plant
Variety Protection certificate, as
applicable.

(0) The term statutory period means
the one-year period before the effective
filing date of a claimed invention during
which exceptions to prior art exist per
35 U.S.C. 102(b) as amended by the
Leahy-Smith America Invents Act,
Public Law 112-29.

m 4. Section 401.3 is amended as
follows:
m a. Revise the first sentence of
paragraph (a) introductory text;
m b. In paragraph (a)(4), remove the
period at the end of the paragraph and
add in its place ““; or”’;
m c. Revise paragraph (a)(5);
m d. Add paragraph (a)(6);
m e. In paragraph (b), revise the first
sentence, remove “§401.14(b)” and add
in its place ““paragraph (c) of this
section”, remove ‘“§401.3(a)(2)”’ and
add in its place “paragraph (a)(2) of this
section”, remove “§401.14(a)” and add
in its place “§401.14”, and remove
“this paragraph” and add in its place
“this paragraph (b)”;
m f. Revise paragraph (c);
m g. Revise the first sentence of
paragraph (d);
m h. Revise paragraph (h); and
m i. Add paragraph (i).

The revisions and additions read as
follows:

§401.3 Use of the standard clauses at
§401.14.

(a) Each funding agreement awarded
to a contractor (except those subject to
35 U.S.C. 212) shall contain the clause
found in §401.14 with such
modifications and tailoring as
authorized or required elsewhere in this

part. * * *
* * * * *

(5) If any part of the contract may
require the contractor to perform work
on behalf of the Government at a
Government laboratory under a
Cooperative Research and Development
Agreement (CRADA) pursuant to the
statutory authority of 15 U.S.C. 3710a;
or

(6) If the contract provides for services
and the contractor is not a nonprofit
organization and does not promote the
commercialization and public
availability of subject inventions
pursuant to 35 U.S.C. 200.

(b) When an agency exercises the
exceptions at paragraph (a)(2), (3), (5), or
(6) of this section, it shall use the
standard clause at §401.14 with only
such modifications as are necessary to
address the exceptional circumstances
or concerns which led to the use of the
exception. * * *

(c) When the Department of Energy
(DOE) determines to use alternative
provisions under paragaph (a)(4) of this
section, the standard clause at § 401.14
shall be used with the following
modifications, or substitute thereto with
such modification and tailoring as
authorized or required elsewhere in this

art:

(1) The title of the clause shall be
changed to read as follows: Patent
Rights to Nonprofit DOE Facility
Operators.

(2) Add an “(A)” after “(1)” in
paragraph (c)(1) of the clause in §401.14
and add paragraphs (B) and (C) to
paragraph (c)(1) of the clause in §401.14
as follows:

(B) If the subject invention occurred under
activities funded by the naval nuclear
propulsion or weapons related programs of
DOE, then the provisions of this paragraph
(c)(1)(B) will apply in lieu of paragraphs
(c)(2) and (3) of this clause. In such cases the
contractor agrees to assign the government
the entire right, title, and interest thereto
throughout the world in and to the subject
invention except to the extent that rights are
retained by the contractor through a greater
rights determination or under paragraph (e)
of this clause. The contractor, or an
employee-inventor, with authorization of the
contractor, may submit a request for greater
rights at the time the invention is disclosed
or within a reasonable time thereafter. DOE
will process such a request in accordance
with procedures at 37 CFR 401.15. Each
determination of greater rights will be subject
to paragraphs (h) through (k) of this clause
and such additional conditions, if any,
deemed to be appropriate by the Department
of Energy.

(C) At the time an invention is disclosed
in accordance with paragraph (c)(1)(A) of this
clause, or within 90 days thereafter, the
contractor will submit a written statement as
to whether or not the invention occurred
under a naval nuclear propulsion or
weapons-related program of the Department

of Energy. If this statement is not filed within
this time, paragraph (c)(1)(B) of this clause
will apply in lieu of paragraphs (c)(2) and (3)
of this clause. The contractor statement will
be deemed conclusive unless, within 60 days
thereafter, the Contracting Officer disagrees
in writing, in which case the determination
of the Contracting Officer will be deemed
conclusive unless the contractor files a claim
under the Contract Disputes Act within 60
days after the Contracting Officer’s
determination. Pending resolution of the
matter, the invention will be subject to
paragraph (c)(1)(B) of this clause.

(3) Paragraph (k)(3) of the clause in
§401.14 will be modified as prescribed
at §401.5(g).

(d) When a funding agreement
involves a series of separate task orders,
an agency may apply the exceptions at
paragraph (a)(2) or (3) of this section to
individual task orders, and it may
structure the contract so that modified
patent rights provisions will apply to
the task order even though either the
standard clause at §401.14 or the
modified clause as described in
paragraph (c) of this section is
applicable to the remainder of the
work. * * *

* * * * *

(h) A prospective contractor may be
required by an agency to certify that it
is either a small business firm or a
nonprofit organization. If the agency has
reason to question the status of the
prospective contractor, it may require
the prospective contractor to furnish
evidence to establish its status.

(i) When an agency exercises the
exception at paragraph (a)(5) of this
section, replace paragraph (b) of the
basic clause in § 401.14 with the
following paragraphs (b)(1) and (2):

(b) Allocation of principal rights. (1) The
Contractor may retain the entire right, title,
and interest throughout the world to each
subject invention subject to the provisions of
this clause, including paragraph (b)(2) of this
clause, and 35 U.S.C. 203. With respect to
any subject invention in which the
Contractor retains title, the Federal
Government shall have a nonexclusive,
nontransferable, irrevocable, paid-up license
to practice or have practiced for or on behalf
of the United States the subject invention
throughout the world.

(2) If the Contractor performs services at a
Government owned and operated laboratory
or at a Government owned and contractor
operated laboratory directed by the
Government to fulfill the Government’s
obligations under a Cooperative Research and
Development Agreement (CRADA)
authorized by 15 U.S.C. 3710a, the
Government may require the Contractor to
negotiate an agreement with the CRADA
collaborating party or parties regarding the
allocation of rights to any subject invention
the Contractor makes, solely or jointly, under
the CRADA. The agreement shall be
negotiated prior to the Contractor
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undertaking the CRADA work or, with the
permission of the Government, upon the
identification of a subject invention. In the
absence of such an agreement, the Contractor
agrees to grant the collaborating party or
parties an option for a license in its
inventions of the same scope and terms set
forth in the CRADA for inventions made by
the Government.

m 5.In §401.4, revise the first sentence
of paragraph (a) to read as follows:

§401.4 Contractor appeals of exceptions.

(a) In accordance with 35 U.S.C.
202(b)(4) a contractor has the right to an
administrative review of a
determination to use one of the
exceptions at §401.3(a)(1) through (6) if
the contractor believes that a
determination is either contrary to the
policies and objectives of this chapter or
constitutes an abuse of discretion by the
agency. * * *

* * * * *

m 6. Revise §401.5 to read as follows:

§401.5 Modification and tailoring of
clauses.

(a) Agencies should complete the
blank in paragraph (g)(2) of the clauses
at §401.14 in accordance with their own
or applicable government-wide
regulations such as the Federal
Acquisition Regulation. In funding
agreements, agencies wishing to apply
the same clause to all subcontractors as
is applied to the contractor may delete
paragraph (g)(2) of the clause in §401.14
and delete the words ‘““to be performed
by a small business firm or domestic
nonprofit organization” from paragraph
(g)(1). Also, if the funding agreement is
a grant or cooperative agreement,
paragraph (g)(3) of the clause may be
deleted. When either paragraph (g)(2) of
the clause in §401.14 or paragraphs
(g)(2) and (3) of the clause in §401.14
are deleted, the remaining paragraph or
paragraphs should be renumbered
appropriately.

(b) Agencies should complete
paragraph (1), “Communications”, at the
end of the clauses at § 401.14 by
designating a central point of contact for
communications on matters relating to
the clause. Additional instructions on
communications may also be included
in paragraph (1) of the clause in
§401.14.

(c) Agencies may replace the
italicized words and phrases in the
clause at §401.14 with those
appropriate to the particular funding
agreement. For example, “‘contractor”
could be replaced by “‘grantee.”
Depending on its use, “‘agency” or
“Federal agency’’ can be replaced either
by the identification of the agency or by
the specification of the particular office
or official within the agency.

(d)(1) When the agency head or duly
authorized designee determines at the
time of contracting that it would be in
the national interest to acquire the right
to sublicense foreign governments, their
nationals, or international organizations
in accordance with any existing treaty
or international agreement, a sentence
may be added at the end of paragraph
(b) of the clause at §401.14 as follows:

This license will include the right of the
government to sublicense foreign
governments, their nationals, and
international organizations, in accordance
with the following treaties or international
agreements: .

(2) The blank in the added text in
paragraph (d)(1) of this section should
be completed with the names of
applicable existing treaties or
international agreements, including
agreements of cooperation, and military
agreements relating to weapons
development and production. The
added language is not intended to
encompass treaties or other agreements
that are in effect on the date of the
award but which are not listed.
Alternatively, agencies may use
substantially similar language relating
the government’s rights to specific
treaties or other agreements identified
elsewhere in the funding agreement.
The language may also be modified to
make clear that the rights granted to the
foreign government, and its nationals or
an international organization may be for
additional rights beyond a license or
sublicense if so required by the
applicable treaty or other international
agreement. For example, in some cases
exclusive licenses or even the
assignment of title to the foreign country
involved might be required. Agencies
may also modify the added language to
provide for the direct licensing by the
contractor of the foreign government or
international organization.

(e) If the funding agreement involves
performance over an extended period of
time, such as the typical funding
agreement for the operation of a
government-owned facility, the
following language may also be added:

The agency reserves the right to unilaterally
amend this funding agreement to identify
specific treaties or international agreements
entered into or to be entered into by the
government after the effective date of this
funding agreement and effectuate those
license or other rights which are necessary
for the government to meet its obligations to
foreign governments, and international
organizations under such treaties or
international agreements with respect to
subject inventions made after the date of the
amendment.

(f) Agencies may add additional
paragraphs to paragraph (f) of the

clauses at § 401.14 to require the
contractor to do one or more of the
following:

(1) Provide a report prior to the close-
out of a funding agreement listing all
subject inventions or stating that there
were none.

(2) Provide, upon request, the filing
date, patent application number and
title; a copy of the patent application;
and patent number and issue date for
any subject invention in any country in
which the contractor has applied for a
patent.

(3) Provide periodic (but no more
frequently than annual) listings of all
subject inventions which were disclosed
to the agency during the period covered
by the report.

(g) If the contract is with a nonprofit
organization and is for the operation of
a government-owned, contractor-
operated facility, the following will be
substituted for the text of paragraph
(k)(3) of the clause at § 401.14:

After payment of patenting costs, licensing
costs, payments to inventors, and other
expenses incidental to the administration of
subject inventions, the balance of any
royalties or income earned and retained by
the contractor during any fiscal year on
subject inventions under this or any
successor contract containing the same
requirement, up to any amount equal to five
percent of the budget of the facility for that
fiscal year, shall be used by the contractor for
scientific research, development, and
education consistent with the research and
development mission and objectives of the
facility, including activities that increase the
licensing potential of other inventions of the
facility. If the balance exceeds five percent,
15 percent of the excess above five percent
shall be paid by the contractor to the
Treasury of the United States and the
remaining 85 percent shall be used by the
contractor only for the same purposes as
described in the preceding sentence. To the
extent it provides the most effective
technology transfer, the licensing of subject
inventions shall be administered by
contractor employees on location at the
facility.

(h) If the contract is for the operation
of a government-owned facility,
agencies may add paragraph (f)(5) to the
clause at §401.14 with the following
text:

The contractor shall establish and maintain
active and effective procedures to ensure that
subject inventions are promptly identified
and timely disclosed and shall submit a
description of the procedures to the
contracting officer so that the contracting
officer may evaluate and determine their
effectiveness.

m 7.In §401.7, revise paragraph (b) to
read as follows:

§401.7 Small business preference.
* * * * *
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(b) Small business firms that believe
a nonprofit organization is not meeting
its obligations under the clause may
report their concerns to the funding
agency identified at § 401.14(1), and
following receipt of the funding
agency'’s initial response to their
concerns or, if no initial funding agency
response is received within 90 days
from the date their concerns were
reported to the funding agency, may
thereafter report their concerns, together
with any response from the funding
agency, to the Secretary. To the extent
deemed appropriate, the Secretary, in
consultation with the funding agency,
will undertake informal investigation of
the concern, and, if appropriate, enter
into discussions or negotiations with the
nonprofit organization to the end of
improving its efforts in meeting its
obligations under the clause. However,
in no event will the Secretary intervene
in ongoing negotiations or contractor
decisions concerning the licensing of a
specific subject invention. All
investigations, discussions, and
negotiations of the Secretary described
in this paragraph (b) will be in
coordination with other interested
agencies, including the funding agency
and the Small Business Administration.
In the case of a contract for the
operation of a government-owned,
contractor operated research or
production facility, the Secretary will
coordinate with the agency responsible
for the facility prior to any discussions
or negotiations with the contractor.

§401.9 [Amended]

m 8.In §401.9, remove “§401.14(a)”
and add in its place “§401.14".
m 9. Revise §401.10 to read as follows:

§401.10 Government assignment to
contractor of rights in invention of
government employee.

(a) In any case when a Federal
employee is a co-inventor of any
invention made under a funding
agreement with a contractor:

(1) If the Federal agency employing
such co-inventor transfers or reassigns
to the contractor the right it has
acquired in the subject invention from
its employee as authorized by 35 U.S.C.
202(e), the assignment will be made
subject to the patent rights clause of the
contractor’s funding agreement.

(2) The Federal agency employing
such co-inventor, in consultation with
the contractor, may submit an initial
patent application, provided that the
contractor retains the right to elect to
retain title pursuant to 35 U.S.C. 202(a).

(3) When a Federal employee is a co-
inventor of a subject invention
developed with contractor-employed co-

inventors under a funding agreement
from another agency:

(i) The funding agency will notify the
agency employing a Federal co-inventor
of any report of invention and whether
the contractor elects to retain title.

(ii) If the contractor does not elect to
retain title to the subject invention, the
funding agency must promptly provide
notice to the agency employing a
Federal co-inventor, and to the extent
practicable, at least 60 days before any
statutory bar date.

(iii) Upon notification by the funding
agency of a subject invention in which
the contractor has not elected to retain
title, the agency employing a Federal co-
inventor must determine if there is a
government interest in patenting the
invention and will notify the funding
agency of its determination.

(iv) If the agency employing a Federal
co-inventor determines there is a
government interest in patenting the
subject invention in which the
contractor has not elected to retain title,
the funding agency must provide
administrative assistance (but is not
required to provide financial assistance)
to the agency employing a Federal co-
inventor in acquiring rights from the
contractor in order to file an initial
patent application.

(v) The agency employing a Federal
co-inventor has priority for patenting
over funding agencies that do not have
a Federal co-inventor when the
contractor has not elected to retain title.

(vi) When the contractor has not
elected to retain title, the funding
agency and the agency employing a
Federal co-inventor shall consult in
order to ensure that the intent of the
programmatic objectives conducted
under the funding agreement is
represented in any patenting decisions.
The agency employing a Federal co-
inventor may transfer patent
management responsibilities to the
funding agency.

(4) Federal agencies employing such
co-inventors may enter into an
agreement with a contractor when an
agency determines it is a suitable and
necessary step to protect and administer
rights on behalf of the Federal
Government, pursuant to 35 U.S.C.
202(e).

(5) Federal agencies employing such
co-inventors will retain all ownership
rights to which they are otherwise
entitled if the contractor elects to retain
title to the subject invention.

(b) Agencies may add additional
conditions as long as they are consistent
with 35 U.S.C. 201-206.

(c) Nothing in this section shall
supersede any existing inter-
institutional agreements between a

contractor and a Federal agency for the
management of jointly-owned subject
inventions.
m 10. Section 401.13 is amended as
follows:
m a. Revise the second sentence of
paragraph (c)(1);
m b. Revise paragraph (c)(2); and
m c. Revise the second sentence of
paragraph (c)(3).

The revisions read as follows:

§401.13 Administration of patent rights
clauses.
* * * * *

(C) * K* %

(1) * * * With respect to subject
inventions of contractors that are small
business firms or nonprofit
organizations, a reasonable time shall be
the time during which an initial patent
application may be filed under
paragraph (c) of the standard clause
found at §401.14 or such other clause
may be used in the funding agreement.
R

(2) In accordance with 35 U.S.C. 205,
agencies shall not disclose or release,
pursuant to requests under the Freedom
of Information Act or otherwise, copies
of any document which the agency
obtained under the clause in §401.14
which is part of an application for
patent with the U.S. Patent and
Trademark Office or any foreign patent
office filed by the contractor (or its
assignees, licensees, or employees) on a
subject invention to which the
contractor has elected to retain title.
This prohibition does not extend to
disclosure to other government agencies
or contractors of government agencies
under an obligation to maintain such
information in confidence. This
prohibition does not apply to
documents published by the U.S. Patent
and Trademark Office or any foreign
patent office.

(3) * * * Inrecognition of the fact
that such publication, if it included
descriptions of a subject invention
could create bars to obtaining patent
protection, it is the policy of the
executive branch that agencies will not
include in such publication programs
copies of disclosures of inventions
submitted by small business firms or
nonprofit organizations, pursuant to
paragraph (c) of the standard clause
found at § 401.14, except under the
same circumstances under which
agencies are authorized to release such
information pursuant to FOIA requests
under paragraph (c)(1) of this section

agencies may publish such disclosures.
* * * * *

m 11. Amend §401.14 as follows:
m a. Redesignate paragraph (a)
introductory text as undesignated
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introductory text and republish the
introductory text;
m b. Remove the heading “Patent Rights
(Small Business Firms and Nonprofit
Organizations)” and add in its place the
heading “Standard Patent Rights”’;
m c. In “Standard Patent Rights™:
m i. Add paragraphs (a)(7) and (8);
m ii. Revise paragraphs (c)(2) and (3);
m iii. Redesignate paragraph (c)(4) as
paragraph (c)(5);
m iv. Add a new paragraph (c)(4);
m v. Revise newly redesignated
paragraph (c)(5);
m vi. Revise paragraphs (d)(1) through
(3), (0)(2) and (3), (g)(1) first sentence,
and (k)(4); and
m vii. Revise the undesignated text after
the heading of paragraph (1); and
m d. Remove paragraphs (b) and (c) at
the end of the section.

The additions and revisions read as
follows:

§401.14 Standard patent rights clauses.

The following is the standard patent
rights clause to be used as specified in
§401.3(a):

* * * * *

(a) * *x %

(7) The term statutory period means
the one-year period before the effective
filing date of a claimed invention during
which exceptions to prior art exist per
35 U.S.C. 102(b) as amended by the
Leahy-Smith America Invents Act,
Public Law 112-29.

(8) The term contractor means any
person, small business firm or nonprofit
organization, or, as set forth in section
1, paragraph (b)(4) of Executive Order
12591, as amended, any business firm
regardless of size, which is a party to a

funding agreement.
* * * * *

(C) * % %

(2) The contractor will elect in writing
whether or not to retain title to any such
invention by notifying the Federal
agency within two years of disclosure to
the Federal agency. However, in any
case where a patent, a printed
publication, public use, sale, or other
availability to the public has initiated
the one year statutory period wherein
valid patent protection can still be
obtained in the United States, the period
for election of title may be shortened by
the agency to a date that is no more than
60 days prior to the end of the statutory
period.

(3) The contractor will file its initial
patent application on a subject
invention to which it elects to retain
title within one year after election of
title or, if earlier, prior to the end of any
statutory period wherein valid patent
protection can be obtained in the United

States after a publication, on sale, or
public use. If the contractor files a
provisional application as its initial
patent application, it shall file a non-
provisional application within 10
months of the filing of the provisional
application. The contractor will file
patent applications in additional
countries or international patent offices
within either ten months of the first
filed patent application or six months
from the date permission is granted by
the Commissioner of Patents to file
foreign patent applications where such
filing has been prohibited by a Secrecy
Order.

(4) For any subject invention with
Federal agency and contractor co-
inventors, where the Federal agency
employing such co-inventor determines
that it would be in the interest of the
government, pursuant to 35 U.S.C.
207(a)(3), to file an initial patent
application on the subject invention, the
Federal agency employing such co-
inventor, at its discretion and in
consultation with the contractor, may
file such application at its own expense,
provided that the contractor retains the
ability to elect title pursuant to 35
U.S.C. 202(a).

(5) Requests for extension of the time
for disclosure, election, and filing under
paragraphs (1), (2), and (3) of this clause
may, at the discretion of the Federal
agency, be granted. When a contractor
has requested an extension for filing a
non-provisional application after filing a
provisional application, a one-year
extension will be granted unless the
Federal agency notifies the contractor
within 60 days of receiving the request.

(d)* * =

(1) If the contractor fails to disclose or
elect title to the subject invention
within the times specified in paragraph
(c) of this clause, or elects not to retain
title.

(2) In those countries in which the
contractor fails to file patent
applications within the times specified
in paragraph (c) of this clause; provided,
however, that if the contractor has filed
a patent application in a country after
the times specified in paragraph (c) of
this clause, but prior to its receipt of the
written request of the Federal agency,
the contractor shall continue to retain
title in that country.

(3) In any country in which the
contractor decides not to continue the
prosecution of any non-provisional
patent application for, to pay a
maintenance, annuity or renewal fee on,
or to defend in a reexamination or
opposition proceeding on, a patent on a

subject invention.
* * * * *

(f)* * %

(2) The contractor agrees to require,
by written agreement, its employees,
other than clerical and nontechnical
employees, to disclose promptly in
writing to personnel identified as
responsible for the administration of
patent matters and in a format suggested
by the contractor each subject invention
made under contract in order that the
contractor can comply with the
disclosure provisions of paragraph (c) of
this clause, to assign to the contractor
the entire right, title and interest in and
to each subject invention made under
contract, and to execute all papers
necessary to file patent applications on
subject inventions and to establish the
government’s rights in the subject
inventions. This disclosure format
should require, as a minimum, the
information required by paragraph (c)(1)
of this clause. The contractor shall
instruct such employees through
employee agreements or other suitable
educational programs on the importance
of reporting inventions in sufficient
time to permit the filing of patent
applications prior to U.S. or foreign
statutory bars.

(3) For each subject invention, the
contractor will, no less than 60 days
prior to the expiration of the statutory
deadline, notify the Federal agency of
any decision: Not to continue the
prosecution of a non-provisional patent
application; not to pay a maintenance,
annuity or renewal fee; not to defend in
a reexamination or opposition
proceeding on a patent, in any country;
to request, be a party to, or take action
in a trial proceeding before the Patent
Trial and Appeals Board of the U.S.
Patent and Trademark Office, including
but not limited to post-grant review,
review of a business method patent,
inter partes review, and derivation
proceeding; or to request, be a party to,
or take action in a non-trial submission
of art or information at the U.S. Patent
and Trademark Office, including but not
limited to a pre-issuance submission, a
post-issuance submission, and

supplemental examination.
* * * * *

(g) * *x %

(1) The contractor will include this
clause, suitably modified to identify the
parties, in all subcontracts, regardless of
tier, for experimental, developmental or
research work to be performed by a
subcontractor. * * *

* * * * *

(k) E

(4) It will make efforts that are
reasonable under the circumstances to
attract licensees of subject inventions
that are small business firms and that it
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will give a preference to a small
business firm when licensing a subject
invention if the contractor determines
that the small business firm has a plan
or proposal for marketing the invention
which, if executed, is equally as likely
to bring the invention to practical
application as any plans or proposals
from applicants that are not small
business firms; provided, that the
contractor is also satisfied that the small
business firm has the capability and
resources to carry out its plan or
proposal. The decision whether to give
a preference in any specific case will be
at the discretion of the contractor.
However, the contractor agrees that the
Federal agency may review the
contractor’s licensing program and
decisions regarding small business
applicants, and the contractor will
negotiate changes to its licensing
policies, procedures, or practices with
the Federal agency when the Federal
agency’s review discloses that the
contractor could take reasonable steps
to implement more effectively the
requirements of this paragraph (k)(4). In
accordance with 37 CFR 401.7, the
Federal agency or the contractor may
request that the Secretary review the
contractor’s licensing program and
decisions regarding small business
applicants.

=+ * =

[Complete according to instructions at
§401.5(b)]

§401.15 [Amended]

m12.In §401.15:

m a. In paragraph (b), remove
“§401.14(a)” and add in its place
“§401.14”’; and

m b. In paragraph (d), remove
““§401.14(a)” and add in its place
““§401.14” and remove “of this part”.

m 13.In §401.16:
m a. In paragraphs (a) and (b), remove
“§401.14(a) may” and add in its place
“§401.14 shall”;
m b. In paragraph (c), remove “(f)(1)”
and add in its place “paragraph (f)(1)”,
remove “(f)(2) and (f)(3)” and add in its
place “paragraphs (f)(2) and (3)”, and
remove “may’’ and add in its place
‘“shall”’; and
m c. Add paragraph (d).

The addition reads as follows:

§401.16 Electronic filing.
* * * * *

(d) Other written notices required in
the clause in §401.14 may be
electronically delivered to the agency or
the contractor through an electronic
database used for reporting subject
inventions, patents, and utilization
reports to the funding agency.

m 14. Revise §401.17 to read as follows:

§401.17 Submissions and inquiries.

All submissions or inquiries should
be directed to the Chief Counsel for
NIST, National Institute of Standards
and Technology, 100 Bureau Drive, Mail
Stop 1052, Gaithersburg, Maryland
20899-1052; telephone: (301) 975-2803;
email: nistcounsel@nist.gov. Information
about and procedures for electronic
filing under this part are available at the
Interagency Edison website and service
center, http://www.iedison.gov,
telephone (301) 435-1986.

PART 404—LICENSING OF
GOVERNMENT OWNED INVENTIONS

m 15. The authority citation for 37 CFR
part 404 continues to read as follows:

Authority: 35 U.S.C. 207-209, DOO 30—
2A.

m 16. Amend § 404.7 by revising
paragraphs (a)(1)(i) and (b)(1)(i) to read
as follows:

§404.7 Exclusive, co-exclusive and
partially exclusive licenses.

(@) * * =

(i) Notice of a prospective license,
identifying the invention and the
prospective licensee, has been
published in the Federal Register or
other appropriate manner, providing
opportunity for filing written objections
within at least a 15-day period;

* * * * *

(b)(1) * * *

(i) Notice of a prospective license,
identifying the invention and the
prospective licensee, has been
published in the Federal Register or
other appropriate manner, providing
opportunity for filing written objections
within at least a 15-day period and
following consideration of such

objections received during the period;
* * * * *

m 17. Revise § 404.8 to read as follows:

§404.8 Application for a license.

(a) An application for a license should
be addressed to the Federal agency
having custody of the invention and
shall normally include:

(1) Identification of the invention for
which the license is desired including
the patent application serial number or
patent number, title, and date, if known;

(2) Identification of the type of license
for which the application is submitted;

(3) Name and address of the person,
company, or organization applying for
the license and the citizenship or place
of incorporation of the applicant;

(4) Name, address, and telephone
number of the representative of the

applicant to whom correspondence
should be sent;

(5) Nature and type of applicant’s
business, identifying products or
services which the applicant has
successfully commercialized, and
approximate number of applicant’s
employees;

(6) Source of information concerning
the availability of a license on the
invention;

(7) A statement indicating whether
the applicant is a small business firm as
defined in § 404.3(c);

(8) A detailed description of
applicant’s plan for development or
marketing of the invention, or both,
which should include:

(i) A statement of the time, nature and
amount of anticipated investment of
capital and other resources which
applicant believes will be required to
bring the invention to practical
application;

(ii) A statement as to applicant’s
capability and intention to fulfill the
plan, including information regarding
manufacturing, marketing, financial,
and technical resources;

(ii1) A statement of the fields of use
for which applicant intends to practice
the invention; and

(iv) A statement of the geographic
areas in which applicant intends to
manufacture any products embodying
the invention and geographic areas
where applicant intends to use or sell
the invention, or both;

(9) Identification of licenses
previously granted to applicant under
federally owned inventions;

(10) A statement containing
applicant’s best knowledge of the extent
to which the invention is being
practiced by private industry or
Government, or both, or is otherwise
available commercially; and

(11) Any other information which
applicant believes will support a
determination to grant the license to
applicant.

(b) An executed CRADA which
provides for the use for research and
development purposes by the CRADA
collaborator under that CRADA of a
Federally-owned invention in the
Federal laboratory’s custody (pursuant
to 35 U.S.C. 209 and 15 U.S.C.
3710a(b)(1)), and which addresses the
information in paragraph (a) of this
section, may be treated by the Federal
laboratory as an application for a
license.

Kevin A. Kimball,

Chief of Staff.

[FR Doc. 2018—-07532 Filed 4-12-18; 8:45 am]
BILLING CODE 3510-13-P
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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 60, 61, and 63

[EPA-R06-OAR-2016-0091; FRL-9975—
94—Region 6]

New Source Performance Standards
and National Emission Standards for
Hazardous Air Pollutants; Delegation
of Authority to New Mexico

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Direct final rule; delegation of
authority.

SUMMARY: The New Mexico
Environment Department (NMED) has
submitted updated regulations for
receiving delegation and approval of a
program for the implementation and
enforcement of certain New Source
Performance Standards (NSPS) and
National Emission Standards for
Hazardous Air Pollutants (NESHAP) for
all sources (both Title V and non-Title
V sources). These updated regulations
apply to certain NSPS promulgated by
the EPA at part 60, as amended between
September 24, 2013 and January 15,
2017; certain NESHAP promulgated by
the EPA at part 61, as amended between
January 1, 2011 and January 15, 2017;
and other NESHAP promulgated by the
EPA at part 63, as amended between
August 30, 2013 and January 15, 2017,
as adopted by the NMED. The EPA is
providing notice that it is updating the
delegation of certain NSPS to NMED,
and taking direct final action to approve
the delegation of certain NESHAP to
NMED. The delegation of authority
under this action does not apply to
sources located in Bernalillo County,
New Mexico, or to sources located in
Indian Country.

DATES: This rule is effective on June 12,
2018 without further notice, unless the
EPA receives relevant adverse comment
by May 14, 2018. If the EPA receives
such comment, the EPA will publish a
timely withdrawal in the Federal
Register informing the public that the
updated NESHAP delegation will not
take effect; however, the NSPS
delegation will not be affected by such
action.

ADDRESSES: Submit your comments,
identified by Docket ID No. EPA-R06—
OAR-2016-0091, at http://
www.regulations.gov or via email to
barrett.richard@epa.gov. Follow the
online instructions for submitting
comments. Once submitted, comments
cannot be edited or removed from
Regulations.gov. The EPA may publish
any comment received to its public
docket. Do not submit electronically any

information you consider to be
Confidential Business Information (CBI)
or other information whose disclosure is
restricted by statute. Multimedia
submissions (audio, video, etc.) must be
accompanied by a written comment.
The written comment is considered the
official comment and should include
discussion of all points you wish to
make. The EPA will generally not
consider comments or comment
contents located outside of the primary
submission (i.e. on the web, cloud, or
other file sharing system). For
additional submission methods, please
contact Rick Barrett, 214-665-7227,
barrett.richard@epa.gov. For the full
EPA public comment policy,
information about CBI or multimedia
submissions, and general guidance on
making effective comments, please visit
http://www2.epa.gov/dockets/
commenting-epa-dockets.

Docket: The index to the docket for
this action is available electronically at
www.regulations.gov and in hard copy
at EPA Region 6, 1445 Ross Avenue,
Suite 700, Dallas, Texas. While all
documents in the docket are listed in
the index, some information may be
publicly available only at the hard copy
location (e.g., copyrighted material), and
some may not be publicly available at
either location (e.g., CBI).

FOR FURTHER INFORMATION CONTACT: Mr.
Rick Barrett (6MM—AP), (214) 665-7227;
email: barrett.richard@epa.gov. To
inspect the hard copy materials, please
schedule an appointment with Mr. Rick
Barrett or Mr. Bill Deese at (214) 665—
7253.

SUPPLEMENTARY INFORMATION:
Throughout this document whenever
“we,” “us,” or “our” is used, we mean
the EPA.

Table of Contents
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III. What criteria must New Mexico’s
programs meet to be approved?

IV. How did NMED meet The NSPS and
NESHAP program approval criteria?

V. What is being delegated?

VI. What is not being delegated?

VII. How will statutory and regulatory
interpretations be made?

VII. What authority does the EPA have?

IX. What information must NMED provide to
the EPA?

X. What is the EPA’s oversight role?

XI. Should sources submit notices to the EPA
or NMED?

XII. How will unchanged authorities be
delegated to NMED in the future?

XIII. Final Action

XIV. Statutory and Executive Order Reviews

I. What does this action do?

The EPA is providing notice that it is
approving NMED’s request to update the

delegation for the implementation and
enforcement of certain NSPS. The EPA
is also taking direct final action to
approve NMED’s request updating the
delegation of certain NESHAP. With this
delegation, NMED has the primary
responsibility to implement and enforce
the delegated standards. See sections V
and VI, below, for a discussion of which
standards are being delegated and
which are not being delegated.

II. What is the authority for delegation?

Upon the EPA’s finding that the
procedures submitted by a State for the
implementation and enforcement of
standards of performance for new
sources located in the State are
adequate, Section 111(c)(1) of the Clean
Air Act (CAA) authorizes the EPA to
delegate its authority to implement and
enforce such standards. The new source
performance standards are codified at
40 CFR part 60.

Section 112(1) of the CAA and 40 CFR
part 63, subpart E, authorize the EPA to
delegate authority for the
implementation and enforcement of
emission standards for hazardous air
pollutants to a State that satisfies the
statutory and regulatory requirements in
subpart E. The hazardous air pollutant
standards are codified at 40 CFR parts
61 and 63.

III. What criteria must New Mexico’s
programs meet to be approved?

In order to receive delegation of
NSPS, a State must develop and submit
to the EPA a procedure for
implementing and enforcing the NSPS
in the state, and their regulations and
resources must be adequate for the
implementation and enforcement of the
NSPS. The EPA initially approved New
Mexico’s program for the delegation of
NSPS on June 6, 1986 (51 FR 20648).
The EPA reviewed the laws of the State
and the rules and regulations of the New
Mexico Environmental Improvement
Division (now the NMED) and
determined the State’s procedures,
regulations and resources were adequate
for the implementation and enforcement
of the Federal standards. The NSPS
delegation was most recently updated
on February 2, 2015 (80 FR 5475). This
action notifies the public that the EPA
is updating NMED’s delegation to
implement and enforce certain
additional NSPS.

Section 112(1)(5) of the CAA requires
the EPA to disapprove any program
submitted by a State for the delegation
of NESHAP standards if the EPA
determines that:

(A) The authorities contained in the
program are not adequate to assure
compliance by the sources within the
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State with respect to each applicable
standard, regulation, or requirement
established under section 112;

(B) adequate authority does not exist,
or adequate resources are not available,
to implement the program;

(C) the schedule for implementing the
program and assuring compliance by
affected sources is not sufficiently
expeditious; or

(D) the program is otherwise not in
compliance with the guidance issued by
the EPA under section 112(1)(2) or is not
likely to satisfy, in whole or in part, the
objectives of the CAA.

In carrying out its responsibilities
under section 112(1), the EPA
promulgated regulations at 40 CFR part
63, subpart E, setting forth criteria for
the approval of submitted programs. For
example, in order to obtain approval of
a program to implement and enforce
Federal section 112 rules as
promulgated without changes (straight
delegation), a State must demonstrate
that it meets the criteria of 40 CFR
63.91(d). Title 40 CFR 63.91(d)(3)
provides that interim or final title V
program approval will satisfy the
criteria of 40 CFR 63.91(d).?

The NESHAP delegation was most
recently approved on February 2, 2015
(80 FR 5475).

IV. How did NMED meet the NSPS and
NESHAP program approval criteria?

As to the NSPS standards in 40 CFR
part 60, NMED adopted the Federal
standards via incorporation by
reference. The NMED regulations are,
therefore, at least as stringent as the
EPA’s rules. See 40 CFR 60.10(a). Also,
in the EPA initial approval of NSPS
delegation, we determined that the State
developed procedures for implementing
and enforcing the NSPS in the State,
and that the State’s regulations and
resources are adequate for the
implementation and enforcement of the
Federal standards. See 51 FR 20648
(June 6, 1986).

As to the NESHAP standards in 40
CFR parts 61 and 63, as part of its Title
V submission NMED stated that it
intended to use the mechanism of
incorporation by reference to adopt
unchanged Federal section 112
standards into its regulations. This
commitment applied to both existing
and future standards as they applied to
part 70 sources. The EPA’s final interim

1Some NESHAP standards do not require a
source to obtain a title V permit (e.g., certain area
sources that are exempt from the requirement to
obtain a title V permit). For these non-title V
sources, the EPA believes that the State must assure
the EPA that it can implement and enforce the
NESHAP for such sources. See 65 FR 55810, 55813
(Sept. 14, 2000).

approval of New Mexico’s Title V
operating permits program delegated the
authority to implement certain
NESHAP, effective December 19, 1994
(59 FR 59656). On November 26, 1996,
the EPA promulgated final full approval
of the State’s operating permits program,
effective January 27, 1997 (61 FR
60032). These interim and final title V
program approvals satisfy the upfront
approval criteria of 40 CFR 63.91(d).
Under 40 CFR 63.91(d)(2), once a state
has satisfied the up-front approval
criteria, it needs only to reference the
previous demonstration and reaffirm
that it still meets the criteria for any
subsequent submittals for delegation of
the section 112 standards. NMED has
affirmed that it still meets the up-front
approval criteria. With respect to non-
Title V sources, the EPA has previously
approved delegation of NESHAP
authorities to NMED after finding
adequate authorities to implement and
enforce the NESHAP for non-Title V
sources. See 68 FR 69036 (December 11,
2003).

V. What is being delegated?

By letter dated January 22, 2016, the
EPA received a request from NMED to
update its NSPS delegation and
NESHAP delegation. With certain
exceptions noted in section VI below,
NMED’s request included NSPS in 40
CFR part 60, as amended between
September 24, 2013 and September 15,
2015; NESHAP in 40 CFR part 61, as
amended between January 1, 2011 and
September 15, 2015; and NESHAP in 40
CFR part 63, as amended between
August 30, 2013 and September 15,
2015.

By letter dated June 9, 2017, the EPA
received a request from NMED to update
its NSPS delegation and NESHAP
delegation. With certain exceptions
noted in section VI below, NMED’s
request included NSPS in 40 CFR part
60, as amended between September 15,
2015 and January 15, 2017; NESHAP in
40 CFR part 61, as amended between
September 15, 2015 and January 15,
2017; and NESHAP in 40 CFR part 63,
as amended between September 15,
2015 and January 15, 2017. This action
is being taken in response to NMED’s
requests noted above.

VI. What is not being delegated?

All authorities not affirmatively and
expressly delegated by this action are
not delegated. These include the
following part 60, 61 and 63 authorities
listed below:

e 40 CFR part 60, subpart AAA
(Standards of Performance for New
Residential Wood Heaters);

e 40 CFR part 60, subpart QQQQ
(Standards of Performance for New
Residential Hydronic Heaters and
Forced-Air Furnaces);

e 40 CFR part 61, subpart B (National
Emission Standards for Radon
Emissions from Underground Uranium
Mines);

e 40 CFR part 61, subpart H (National
Emission Standards for Emissions of
Radionuclides Other Than Radon From
Department of Energy Facilities);

e 40 CFR part 61, subpart I (National
Emission Standards for Radionuclide
Emissions from Federal Facilities Other
Than Nuclear Regulatory Commission
Licensees and Not Covered by Subpart
H);
e 40 CFR part 61, subpart K (National
Emission Standards for Radionuclide
Emissions from Elemental Phosphorus
Plants);

e 40 CFR part 61, subpart Q (National
Emission Standards for Radon
Emissions from Department of Energy
facilities);

e 40 CFR part 61, subpart R (National
Emission Standards for Radon
Emissions from Phosphogypsum
Stacks);

e 40 CFR part 61, subpart T (National
Emission Standards for Radon
Emissions from the Disposal of Uranium
Mill Tailings);

e 40 CFR part 61, subpart W (National
Emission Standards for Radon
Emissions from Operating Mill
Tailings); and

e 40 CFR part 63, subpart ] (National
Emission Standards for Polyvinyl
Chloride and Copolymers Production).

In addition, the EPA regulations
provide that we cannot delegate to a
State any of the Category II authorities
set forth in 40 CFR 63.91(g)(2). These
include the following provisions:
§63.6(g), Approval of Alternative Non-
Opacity Standards; § 63.6(h)(9),
Approval of Alternative Opacity
Standards; § 63.7(e)(2)(ii) and (f),
Approval of Major Alternatives to Test
Methods; § 63.8(f), Approval of Major
Alternatives to Monitoring; and
§63.10(f), Approval of Major
Alternatives to Recordkeeping and
Reporting. Also, some part 61 and part
63 standards have certain provisions
that cannot be delegated to the States.
Furthermore, no authorities are
delegated that require rulemaking in the
Federal Register to implement, or where
Federal overview is the only way to
ensure national consistency in the
application of the standards or
requirements of CAA section 112.
Finally, this action does not delegate
any authority under section 112(r), the
accidental release program.
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All of the inquiries and requests
concerning implementation and
enforcement of the excluded standards
in the State of New Mexico should be
directed to the EPA Region 6 Office.

In addition, this delegation to NMED
to implement and enforce certain NSPS
and NESHAP authorities does not
extend to sources or activities located in
Indian country, as defined in 18 U.S.C.
1151. Under this definition, the EPA
treats as reservations, trust lands validly
set aside for the use of a Tribe even if
the trust lands have not been formally
designated as a reservation. Consistent
with previous federal program
approvals or delegations, the EPA will
continue to implement the NSPS and
NESHAP in Indian country because
NMED has not submitted information to
demonstrate authority over sources and
activities located within the exterior
boundaries of Indian reservations and
other areas in Indian country.

VII. How will statutory and regulatory
interpretations be made?

In approving the NSPS delegation,
NMED will obtain concurrence from the
EPA on any matter involving the
interpretation of section 111 of the CAA
or 40 CFR part 60 to the extent that
implementation or enforcement of these
provisions have not been covered by
prior EPA determinations or guidance.
See 51 FR 20649 (June 6, 1986).

In approving the NESHAP delegation,
NMED will obtain concurrence from the
EPA on any matter involving the
interpretation of section 112 of the CAA
or 40 CFR parts 61 and 63 to the extent
that implementation or enforcement of
these provisions have not been covered
by prior EPA determinations or
guidance.

VIII. What authority does the EPA
have?

We retain the right, as provided by
CAA section 111(c)(2), to enforce any
applicable emission standard or
requirement under section 111.

We retain the right, as provided by
CAA section 112(1)(7) and 40 CFR
63.90(d)(2), to enforce any applicable
emission standard or requirement under
section 112. In addition, the EPA may
enforce any federally approved State
rule, requirement, or program under 40
CFR 63.90(e) and 63.91(c)(1)(i). The EPA
also has the authority to make decisions
under the General Provisions (subpart
A) of parts 61 and 63. We are delegating
to NMED some of these authorities, and
retaining others, as explained in
sections V and VI above. In addition, the
EPA may review and disapprove State
determinations and subsequently
require corrections. See 40 CFR

63.91(g)(1)(ii). EPA also has the
authority to review NMED’s
implementation and enforcement of
approved rules or programs and to
withdraw approval if we find
inadequate implementation or
enforcement. See 40 CFR 63.96.

Furthermore, we retain any authority
in an individual emission standard that
may not be delegated according to
provisions of the standard. Also, listed
in footnote 2 of the part 63 delegation
table at the end of this rule are the
authorities that cannot be delegated to
any State or local agency which we
therefore retain.

Finally, we retain the authorities
stated in the original delegation
agreement. See 51 FR 20648-20650
(June 6, 1986).

IX. What information must NMED
provide to the EPA?

NMED must provide any additional
compliance related information to EPA,
Region 6, Office of Enforcement and
Compliance Assurance, within 45 days
of a request under 40 CFR 63.96(a). In
receiving delegation for specific General
Provisions authorities, NMED must
submit to EPA Region 6, on a semi-
annual basis, copies of determinations
issued under these authorities. See 40
CFR 63.91(g)(1)(ii). For 40 CFR part 63
standards, these determinations include:
§63.1, Applicability Determinations;
§63.6(e), Operation and Maintenance
Requirements—Responsibility for
Determining Compliance; § 63.6(f),
Compliance with Non-Opacity
Standards—Responsibility for
Determining Compliance; § 63.6(h),
Compliance with Opacity and Visible
Emissions Standards—Responsibility
for Determining Compliance;
§63.7(c)(2)() and (d), Approval of Site-
Specific Test Plans; § 63.7(e)(2)(i),
Approval of Minor Alternatives to Test
Methods; § 63.7(e)(2)(ii) and (),
Approval of Intermediate Alternatives to
Test Methods; § 63.7(e)(2)(iii), Approval
of Shorter Sampling Times and Volumes
When Necessitated by Process Variables
or Other Factors; §63.7(e)(2)(iv) and
(h)(2) and (3), Waiver of Performance
Testing; §63.8(c)(1) and (e)(1), Approval
of Site-Specific Performance Evaluation
(Monitoring) Test Plans; § 63.8(f),
Approval of Minor Alternatives to
Monitoring; § 63.8(f), Approval of
Intermediate Alternatives to Monitoring;
§§63.9 and 63.10, Approval of
Adjustments to Time Periods for
Submitting Reports; § 63.10(f), Approval
of Minor Alternatives to Recordkeeping
and Reporting; § 63.7(a)(4), Extension of
Performance Test Deadline.

X. What is the EPA’s oversight role?

The EPA oversees NMED’s decisions
to ensure the delegated authorities are
being adequately implemented and
enforced. We will integrate oversight of
the delegated authorities into the
existing mechanisms and resources for
oversight currently in place. If, during
oversight, we determine that NMED
made decisions that decreased the
stringency of the delegated standards,
then NMED shall be required to take
corrective actions and the source(s)
affected by the decisions will be
notified. See 40 CFR 63.91(g)(1)(ii) and
(b). We will initiate withdrawal of the
program or rule if the corrective actions
taken are insufficient. See 51 FR 20648
(June 6, 1986).

XI. Should sources submit notices to the
EPA or NMED?

Sources located outside the
boundaries of Bernalillo County and
outside of Indian country should submit
all of the information required pursuant
to the delegated authorities in the
Federal NSPS and NESHAP (40 CFR
parts 60, 61 and 63) directly to the
NMED at the following address: New
Mexico Environment Department, 525
Camino de los Marquez, Suite I, Santa
Fe, New Mexico 87505. The NMED is
the primary point of contact with
respect to delegated NSPS and NESHAP
authorities. Sources do not need to send
a copy to the EPA. The EPA Region 6
waives the requirement that
notifications and reports for delegated
authorities be submitted to the EPA in
addition to NMED in accordance with
40 CFR 63.9(a)(4)(ii) and 63.10(a)(4)(ii).2
For those authorities not delegated,
sources must continue to submit all
appropriate information to the EPA.

XII. How will unchanged authorities be
delegated to NMED in the future?

In the future, NMED will only need to
send a letter of request to update their
delegation to EPA, Region 6, for those
NSPS which they have adopted by
reference. The EPA will amend the
relevant portions of the Code of Federal
Regulations showing which NSPS
standards have been delegated to
NMED. Also, in the future, NMED will
only need to send a letter of request for
approval to EPA, Region 6, for those
NESHAP regulations that NMED has
adopted by reference. The letter must
reference the previous up-front approval
demonstration and reaffirm that it still

2This waiver only extends to the submission of
copies of notifications and reports; EPA does not
waive the requirements in delegated standards that
require notifications and reports be submitted to an
electronic database (e.g., 40 CFR part 63, subpart
HHHHHHH).
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meets the up-front approval criteria. We
will respond in writing to the request
stating that the request for delegation is
either granted or denied. A Federal
Register action will be published to
inform the public and affected sources
of the delegation, indicate where source
notifications and reports should be sent,
and to amend the relevant portions of
the Code of Federal Regulations
showing which NESHAP standards have
been delegated to NMED.

XIII. Final Action

The public was provided the
opportunity to comment on the
proposed approval of the program and
mechanism for delegation of section 112
standards, as they apply to part 70
sources, on May 19, 1994, for the
proposed interim approval of NMED’s
Title V operating permits program; and
on November 26, 1996, for the proposed
final approval of NMED’s Title V
operating permits program. In the EPA’s
final full approval of New Mexico’s
Operating Permits Program on
November 26, 1996, the EPA discussed
the public comments on the delegation
of the NESHAP authorities. In today’s
action, the public is given the
opportunity to comment on the
approval of NMED’s request for
delegation of authority to implement
and enforce certain section 112
standards for all sources (both Title V
and non-Title V sources) which have
been adopted by reference into New
Mexico’s state regulations. However, the
Agency views the approval of these
requests as a noncontroversial action
and anticipates no relevant adverse
comments. Therefore, the EPA is
publishing this rule without prior
proposal. However, in the proposed
rules section of this issue of the Federal
Register, the EPA is publishing a
separate document that will serve as the
proposal to approve the NESHAP
delegation described in this action if
relevant adverse comments are received.
This action will be effective June 12,
2018 without further notice unless we
receive relevant adverse comment by
May 14, 2018.

If we receive relevant adverse
comments, we will publish a timely
withdrawal in the Federal Register
informing the public the rule will not
take effect with respect to the updated
NESHAP delegation. We will address all
public comments in a subsequent final
rule based on the proposed rule. We
will not institute a second comment
period on this action. Any parties
interested in commenting must do so at
this time. Please note that if we receive
relevant adverse comment on an
amendment, paragraph, or section of

this rule and if that provision may be
severed from the remainder of the rule,
we may adopt as final those provisions
of the rule that are not the subject of a
relevant adverse comment.

XIV. Statutory and Executive Order
Reviews

Under Executive Order 12866 (58 FR
51735, October 4, 1993), this action is
not a “‘significant regulatory action” and
therefore is not subject to review by the
Office of Management and Budget. For
this reason, this action is also not
subject to Executive Order 13211,
“Actions Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use” (66 FR 28355, May
22, 2001). This action is not an
Executive Order 13771 regulatory action
because this action is not significant
under Executive Order 12866. This
action merely approves state law as
meeting Federal requirements and
imposes no additional requirements
beyond those imposed by state law.
Accordingly, the Administrator certifies
that this rule will not have a significant
economic impact on a substantial
number of small entities under the
Regulatory Flexibility Act (5 U.S.C. 601
et seq.). Because this rule approves pre-
existing requirements under state law
and does not impose any additional
enforceable duty beyond that required
by state law, it does not contain any
unfunded mandate or significantly or
uniquely affect small governments, as
described in the Unfunded Mandates
Reform Act of 1995 (Pub. L. 104—4). The
EPA believes that this action does not
have disproportionately high and
adverse human health or environmental
effects on minority populations, low-
income populations and/or indigenous
peoples, as specified in Executive Order
12898 (59 FR 7629, February 16, 1994).

The delegation is not approved to
apply on any Indian reservation land or
in any other area where the EPA or an
Indian tribe has demonstrated that a
tribe has jurisdiction. In those areas of
Indian country, the rule does not have
tribal implications as specified by
Executive Order 13175 (65 FR 67249,
November 9, 2000), nor will it impose
substantial direct costs on tribal
governments or preempt tribal law.

This action also does not have
Federalism implications because it does
not have substantial direct effects on the
States, on the relationship between the
national government and the States, or
on the distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132 (64 FR 43255,
August 10, 1999). This action merely
approves a state request to receive

delegation of certain Federal standards,
and does not alter the relationship or
the distribution of power and
responsibilities established in the Clean
Air Act. This rule also is not subject to
Executive Order 13045 ‘‘Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997), because it is not
economically significant.

In reviewing delegation submissions,
EPA’s role is to approve submissions,
provided that they meet the criteria of
the Clean Air Act. This action is not
subject to the requirements of Section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(15 U.S.C. 272 note) because application
of those requirements would be
inconsistent with the CAA. This rule
does not impose an information
collection burden under the provisions
of the Paperwork Reduction Act of 1995
(44 U.S.C. 3501 et seq.).

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a “major rule” as
defined by 5 U.S.C. 804(2).

Under section 307(b)(1) of the CAA,
petitions for judicial review of this
action must be filed in the United States
Court of Appeals for the appropriate
circuit by June 12, 2018. Filing a
petition for reconsideration by the
Administrator of this final rule does not
affect the finality of this rule for the
purposes of judicial review nor does it
extend the time within which a petition
for judicial review may be filed, and
shall not postpone the effectiveness of
such rule or action. This action may not
be challenged later in proceedings to
enforce its requirements. (See section
307(b)(2)).

List of Subjects
40 CFR Part 60

Environmental protection,
Administrative practice and procedure,
Air pollution control, Intergovernmental
relations, Reporting and recordkeeping
requirements.
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40 CFR Part 61

Environmental protection,
Administrative practice and procedure,
Air pollution control, Arsenic, Benzene,
Beryllium, Hazardous substances,
Intergovernmental relations, Mercury,
Reporting and recordkeeping
requirements, Vinyl chloride.

40 CFR Part 63

Environmental protection,
Administrative practice and procedure,
Air pollution control, Hazardous
substances, Intergovernmental relations,
Reporting and recordkeeping
requirements.

Authority: 42 U.S.C. 7401 et seq.

Dated: March 22, 2018.
Wren Stenger,
Director, Multimedia Division, Region 6.
40 CFR parts 60, 61, and 63 are
amended as follows:

PART 60—[AMENDED]
m 1. The authority citation for part 60
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.

m 2. Section 60.4 is amended by revising
paragraphs (b)(33) introductory text and
(e)(1) to read as follows:

§60.4 Address.

* * * * *

(b) * % %

(33) State of New Mexico: New
Mexico Environment Department, 525
Camino de los Marquez, Suite I, Santa
Fe, New Mexico, 87505. Note: For a list
of delegated standards for New Mexico
(excluding Bernalillo County and Indian
country), see paragraph (e)(1) of this
section.

(e] * % %

(1) New Mexico. The New Mexico
Environment Department has been
delegated all part 60 standards
promulgated by the EPA, except subpart
AAA—Standards of Performance for
New Residential Wood Heaters; and
subpart QQQQ—Standards of
Performance for New Residential
Hydronic Heaters and Forced-Air
Furnaces, as amended in the Federal
Register through January 15, 2017.

* * * * *

PART 61—[AMENDED]

m 1. The authority citation for part 61
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.

Subpart A—General Provisions

m 2. Section 61.04 is amended by
revising paragraphs (b)(33) introductory
text and (c)(6)(iii) to read as follows:

§61.04 Address.

* * * * *

(b) * *x %

(33) State of New Mexico: New
Mexico Environment Department, 525
Camino de los Marquez, Suite I, Santa
Fe, New Mexico 87505. For a list of
delegated standards for New Mexico
(excluding Bernalillo County and Indian
country), see paragraph (c)(6) of this
section.

* * * * *

(C) * x %

(6) * k%

(iii) New Mexico. The New Mexico
Environment Department (NMED) has
been delegated the following part 61
standards promulgated by the EPA, as
amended in the Federal Register
through January 15, 2017. The (X)
symbol is used to indicate each subpart
that has been delegated. The delegations
are subject to all of the conditions and
limitations set forth in Federal law and
regulations.

DELEGATION STATUS FOR NATIONAL EMISSION STANDARDS FOR HAZARDOUS AIR POLLUTANTS (PART 61 STANDARDS)

FOR NEW MEXICO

[Excluding Bernalillo County and Indian Country]

Subpart

Source Category

General Provisions

Beryllium
Beryllium Rocket Motor Firing
Mercury
Vinyl Chloride
(Reserved)

Not Covered by Subpart H.

Asbestos

(Reserved)

(Reserved)

(Reserved)
(Reserved)

(Reserved)
Benzene Waste Operations

Radon Emissions From Underground Uranium Mines

Equipment Leaks (Fugitive Emission Sources) of Benzene
Radionuclide Emissions From Elemental Phosphorus Plants ...
Benzene Emissions From Coke By-Product Recovery Plants ...

Inorganic Arsenic Emissions From Glass Manufacturing Plants
Inorganic Arsenic Emissions From Primary Copper Smelters
Inorganic Arsenic Emissions From Arsenic Trioxide and Metallic Arsenic Production Facilities .
Radon Emissions From Department of Energy Facilities
Radon Emissions From Phosphogypsum Stacks

Radon Emissions From the Disposal of Uranium Mill Tailings ..

Equipment Leaks (Fugitives Emission Sources)
Radon Emissions From Operating Mill Tailings

Benzene Emissions From Benzene Storage Vessels ..

Emissions of Radionuclides Other Than Radon From Department of Energy Facilities
Radionuclide Emissions From Federal Facilities Other Than Nuclear Regulatory Commission Licensees and

Benzene Emissions From Benzene Transfer Operations ...

1 Program delegated to New Mexico Environment Department (NMED).
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o Subpart E—Approval of State Mexico Environment Department for all
Programs and Delegation of Federal sources. The “X”” symbol is used to
PART 63—[AMENDED] Authorities indicate each subpart that has been
. . delegated. The delegations are subject to
m 1. The authority citation for part 63 W 2. Section 63.99 is amended by all of the conditions and limitations set
continues to read as follows: revising paragraph (a)(32)(i) to read as forth in Federal law and regulations.
Authority: 42 U.S.C. 7401 et seq. follows: Some authorities cannot be delegated
§63.99 Delegated Federal authorities. and are retained by the EPA. These
(@) * * * include certain General Provisions
(32) * * * authorities and specific parts of some
(i) The following table lists the standards. Any amendments made to
specific part 63 standards that have these rules after January 15, 2017 are not

been delegated unchanged to the New delegated.

DELEGATION STATUS FOR PART 63 STANDARDS—STATE OF NEW MEXICO

[Excluding Indian Country]

Source category

NMED 12

ABCAQCB '3

GENETAl PrOVISIONS ......oiuiiiiiiiiiieitice et s
Early REAUCHIONS ..ottt e e st e e st e e e snne e e enneeeaaee
Hazardous Organic NESHAP (HON)—Synthetic Organic Chemical Manufacturing Industry
(SOCMI).
HON—SOCMI Process Vents, Storage Vessels, Transfer Operations and Wastewater ..........
HON-—EQUIPMENE LEAKS ...eeeieiieeiiiieeeiie e eriee e etee sttt e e s e e ettt e e s tae e e sntaeaesnsaeessneeeeennaeesnnsneesnnseeenn
HON—Certain Processes Negotiated Equipment Leak Regulation ..........ccccoceiiiiiiiincnnicenn.
Polyvinyl Chloride and Copolymers ProducCtion ...........ccccooiiiiiiiiienieeieceee e
(R IEEST=T VT ) SO SOUPRRRPRRURNE
COoKE OVEN BAEIES .....eeeeiiiiiiecieeeeee e e
Perchloroethylene Dry ClIEaNING .........cccirieririeninieite ettt sr e sn e ee s
Chromium Electroplating and Chromium Anodizing Tanks ..........cccceeireerinieieneeeneeeeseeeens
Ethylene Oxide Sterilizers
(Reserved) ....ccccceeveiiceenieeiecceee
Industrial Process CooliNg TOWEIS ..........ccciiiiiiiiiiii et
Gasoling DIStrDULION .......ocuiiiiiiiie et
Pulp and Paper INAUSTIY ......ooiiiiiiieee ettt
Halogenated SoIVENt CIEANING ........cceiiiiiiiiiie ittt st sae e sne e
Group | Polymers and RESINS .........oiiiiiiieiiieie ettt
(R EEET=T V=T ) OO PP R PUPRRPROE
Epoxy Resins Production and Non-Nylon Polyamides Production ............ccccccuiiiiniieinineenne
Secondary Lead SMERING .....ccooiiririiiieeceeeee e s
Maring Tank VeSSl LOAING ...ccoiueiiiiiiieiiieie ettt ettt ettt e et e e e ne e e s enneeesnnneeean
(RESEIVEA) ..ttt st e san e sne e
Phosphoric Acid Manufacturing Plants ...
Phosphate Fertilizers Production PIants .........ccccooiiiiiiiiiiiiiic e
Petroleum REfINEES .......oiiiiieiie ettt et
Off-Site Waste and Recovery Operations ..........cccococeeiiiiiiiiiiiiiic s
Magnetic Tape ManufaCturing ..........ccocoiiiiiiiie e s
(ReSErVEd) .....oceviieeeiie e
Aerospace Manufacturing and Rework Facilities .
Oil and Natural Gas Production Facilities ..........cccoeieiiiiiiiiiiiieee e
Shipbuilding and Ship Repair FaCilitieS ........ccccuiiiiiiiiiiiiie e
Wood Furniture Manufacturing Operations ...
Printing and Publishing Industry .....................
Primary Aluminum Reduction PIants ...
Chemical Recovery Combustion Sources at Kraft, Soda, Sulfide, and Stand-Alone
Semichemical Pulp Mills.
Wool Fiberglass Manufacturing Area SOUICES ........c.ceiouieiiiiiiiiiie ettt
TANKS-LEVEI T ..o st
[0 g1 =T =T £ PP PRPR
Surface IMPOUNAMENTS .....oc.eiiiiiiiii ittt ne e e
INdividual Drain SYSIEIMS .....oiiiiiieiiii ettt
Closed Vent Systems, Control Devices, Recovery Devices and Routing to a Fuel Gas Sys-
tem or a Process.
Equipment Leaks—Control LEVEI 1 ......oc.iiiiiiiiinieee et
Equipment Leaks—Control Level 2 Standards ..............
Oil-Water Separators and Organic—-Water Separators ..
Storage Vessels (Tanks)—Control LeVel 2 ..ot
Ethylene Manufacturing Process Units Heat Exchange Systems and Waste Operations
Generic Maximum Achievable Control Technology Standards ...........cccoceeieerieinenniieene
(RESEIVEA) ... e
Steel Pickling—HCI Process Facilities and Hydrochloric Acid Regeneration ...
Mineral Wool ProducCtion ............cccceiiiiiiiiiiieie e s
Hazardous Waste COMDUSIONS ...........ccoiiiiiiiice e

X X X

X X X
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DELEGATION STATUS FOR PART 63 STANDARDS—STATE OF NEwW MEXICO—Continued

[Excluding Indian Country]

Source category

ABCAQCB 13

(RESEIVEA) ..ttt bttt eh ettt e e et bt et b e b b e et nan e nneenane
Pharmaceuticals ProdUCHON ..........c.cciiiiiiiiiiie e e
Natural Gas Transmission and Storage Facilities ..........ccccoiiiiiiiiiiiiee e
Flexible Polyurethane Foam Production ...
Group IV Polymers and RESINS .......cceiiiiiiiiiiiie ittt e
[(REEET=T V=T ) PSPPSR
Portland Cement ManUfaCLUNNG .......ccooueeiiiiiiaiii ettt et s as
Pesticide Active Ingredient ProdUCiON .............oooiiiiiiiiiiiiiie et
Wool Fiberglass ManuUfacCtUriNg ........cooooieioiiiiiiiiie ettt e e e
AMINO/PhENONC RESINS ...ttt bt bttt sb e e e
Polyether Polyols Production ...
Primary Copper Smelting ................
Secondary Aluminum ProdUCHON .........ccuiiiiiiiiiiiiiiee et e
(RESEIVEA) .ttt b et sh ettt e et b e et et nb e b et nan e nne e e
Primary Lead SmeltiNg .......cooiiiiee e
Petroleum Refineries—Catalytic Cracking Units, Catalytic Reforming Units and Sulfur Recov-
ery Plants.
Publicly Owned Treatment WOrks (POTW) ....ooooiiiiiiiiicie ettt
(RESEIVEA) .ttt ettt b ettt sn e b et nae e ere e
Ferroalloys Production: Ferromanganese and Silicomanganese ...........ccccccoceviiiiniicicneens
Municipal Solid Waste LandfillS ..........ccceiiiiiiiiiiii e
Nutritional Yeast ManufacCturing ........ccooiiiiiiiiiii e
Plywood and Composite W00d ProdUCES ........cccueeiiiriiiiiieiieeiie ettt
Organic Liquids DiStriDULION .........coouiiiiiiiie e
Misc. Organic Chemical Production and Processes (MON) .......cccccooiieriiinienieenie e
Solvent Extraction for Vegetable Oil ProducCtion ...........ccccoiiiiiiiiiiiieenieeee e
Wet Formed Fiberglass Mat ProduCtion ............oceoiiiiiiiiiii e
Auto & Light Duty Truck (Surface Coating) .
Paper and other Web (Surface Coating) ........
Metal Can (Surface COAtiNG) .....ccceriiieriiiieieri et
Misc. Metal Parts and Products (Surface Coating) ........ccccoviiriieniiiiiiieniceie e
Surface Coating of Large ApplIanCes ...
Fabric Printing Coating and DYeiNg .........ccociiiiiiiiiiii e
Plastic Parts (Surface Coating) .......cccoceeriiiiieiiieie ettt
Surface Coating of Wood Building Products ...........cccoieiiieiiiiiiieieeeese e
Surface Coating of Metal FUIMITUIE .........ooiiiiiiiii e e
Surface Coating for Metal Coil ........ocoiiiiiii e e
Leather Finishing OPErations ..........cocioiieiiiiiie ittt st be e saee s
Cellulose Production ManUfacCtUIe ............ceciieiiiiiieiieneseese e
Boat ManUFACTUNING .....ooiiiiiiiie ettt ettt e e st e e e saee e e e saee e e e nn e e e enneeeeenneeean
Reinforced Plastic Composites ProduCtion .............ccoiriiiiniiiiieeeseeesese e
Rubber Tire ManuUfaCtUNG .......cociiiiiiiieiii et e
ComBUSHON TUMDINES ...ttt
Reciprocating Internal Combustion Engines (RICE) ..o
Lime Manufacturing Plants ...........ccccccooeviiiiiinn.
Semiconductor Manufacturing
Coke Ovens: Pushing, Quenching and Battery Stacks ...........ccccviiiiiiiiiniciencceeeeeeeeees
Industrial/Commercial/Institutional Boilers and Process Heaters ...........ccccovveverieninicicneennens
IFON FOUNAIIES ... e e
Integrated 1ron @nd SEEI .......c.oiiiiiiii e e
Site REMEAIALION ....couviiieiiciie e e
Miscellaneous Coating ManUfaCtUuNNg ........cccoeieeriiierinee e
Mercury Cell ChIor-AlKali PIANS ........cocuiiiiieiiiieesee e e
Brick and Structural Clay Products Manufacturing ...........ccccoveerinieiinieenecese e
Clay Ceramics Manufacturing ...........cccociiiiiiiiiii e
Asphalt Roofing and ProCesSinNg ........cccooiioiiiiiiiiiie e
Flexible Polyurethane Foam Fabrication Operation ..........cc.cccoveiieriiiiieiieenee e
Hydrochloric Acid Production, Fumed Silica Production ............cccccueiiiiriiniiniieceecee e
(Reserved).
ENgine Test FaCIlItIES ......oeiiiiieeee e e
Friction Products ManUfacCturing ..........ceoeueeiieiiieie ettt
Taconite [roN Ore PrOCESSING ...cc..iiiuiiiiieitieeieeriee ettt sttt et sttt e e e e nbeesaeeebeeenbeesaeeenneas
Refractory Products ManufacCture ............c.ooo oo
Primary Magnesium RefiNiNg ........ooo i
Coal and Oil-Fired Electric Utility Steam Generating Units ..........cccovirieninieiiniccneccseeeee
(RESEIVEA) ..o
Hospital Ethylene Oxide Sterilizers ...
(RESEIVEA) ittt ettt a ettt e et e b ettt nr e be et nanesre e
Electric Arc Furnace Steelmaking Area SOUICES .........ccccciiiiiiiiiiiciicees e
Iron and Steel Foundries Area Sources
(R TETSTT V=T ) S
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DELEGATION STATUS FOR PART 63 STANDARDS—STATE OF NEwW MEXICO—Continued
[Excluding Indian Country]

Subpart Source category NMED 12 ABCAQCB13

BBBBBB .........
CCccCccC ..
DDDDDD ..

Gasoline Distribution Bulk Terminals, Bulk Plants, and Pipeline Facilities ............ccccocvriinnnene X
Gasoline Dispensing Facilities ..........cccoieiiiiiiiiiieiee e
Polyvinyl Chloride and Copolymers Production Area Sources ...
Primary Copper Smelting Ar€a SOUICES ......c.eiiiiiiiiiiieiie ettt ettt
Secondary Copper Smelting Area SOUICES ........cccicuiiiieiiiiiiiieie ettt see e
Primary Nonferrous Metals Area Source: Zinc, Cadmium, and Beryllium ...............
Paint Stripping and Miscellaneous Surface Coating Operations at Area Sources ..
[(REEET=T V=T ) RO SOP PRSP
Industrial, Commercial, and Institutional Boilers Area SOUICES ........cccccceeeeeeiecrieeieeeeeciiieeeeenn. X X
(RESEIVEA) ittt s
Acrylic and Modacrylic Fibers Production Area Sources
Carbon Black Production Area SOUICES ..........cccceriiieriiiienieniesie e
Chemical Manufacturing Area Sources: Chromium Compounds ..........ccccceeveirieenieenieenieeeiieenne
Flexible Polyurethane Foam Production and Fabrication Area Sources ....
Lead Acid Battery Manufacturing Area Sources ............ccccvviiiiiieninenen,
W0O0d PreServing Ara SOUICES ......coieiiieeiuiieitieiieeiieesteesteeebeesteeebeesaeeeteesseesbeesaeeesaeeeneeaaneans
Clay Ceramics Manufacturing Area SOUICES ..........cceiiiiiiiiiiiiiic s
Glass Manufacturing Area Sources ..........ccoceeveeriieeseennne.
Secondary Nonferrous Metals Processing Area Sources .
(R EEET=T V=T )OS P PRSP
Chemical Manufacturing Area SOUICES .........cccciiiiiiiiiiiii s
Plating and Polishing Operations Area Sources ..
Metal Fabrication and Finishing Area Sources ....
Ferroalloys Production Facilities Area Sources
Aluminum, Copper, and Other Nonferrous Foundries Area SOUICES .........cccceeriueeeriiieeeiieenniees
Asphalt Processing and Asphalt Roofing Manufacturing Area Sources ..
Chemical Preparation Industry Area SOUrces ..........c.ccoccevveevienciieneennnen.
Paints and Allied Products Manufacturing Area SOUICES .........ccccceeriieiieeiieinieiieesiee e
Prepared FEeds Areas SOUICES .......cccciiiiiiiiiiiiieiie ettt
Gold Mine Ore Processing and Production Area Sources
(RESEIVEA) ..ttt sttt ettt b ettt r e e s ne e s ere e

X X

XX XX X
XX XX X

x
x

Polyvinyl Chloride and Copolymers Production Major SOUICES .........ccocceeeriieeeiiieeeniee e

1 Authorities which may not be delegated include: §63.6(g), Approval of Alternative Non-Opacity Emission Standards; § 63.6(h)(9), Approval of
Alternative Opacity Standards; §63.7(e)(2)(ii) and (f), Approval of Major Alternatives to Test Methods; § 63.8(f), Approval of Major Alternatives to
Monitoring; §63.10(f), Approval of Major Alternatives to Recordkeeping and Reporting; and all authorities identified in the subparts (e.g., under
“Delegation of Authority”) that cannot be delegated.

2Program delegated to New Mexico Environment Department (NMED) for standards promulgated by the EPA, as amended in the Federal
Register through January 15, 2017.

3 Program delegated to Albuquerque-Bernalillo County Air Quality Control Board (ABCAQCB) for standards promulgated by the EPA, as
amended in the Federal Register through September 13, 2013.

4The NMED was previously delegated this subpart on February 9, 2004. The ABCAQCB has adopted the subpart unchanged and applied for
delegation of the standard. The subpart was vacated and remanded to the EPA by the United States Court of Appeals for the District of Colum-
bia Circuit. See, Mossville Environmental Action Network v. EPA, 370 F. 3d 1232 (D.C. Cir. 2004). Because of the D.C. Court’s holding this sub-
part is not delegated to NMED or ABCAQCB at this time.

5This subpart was issued a partial vacatur by the United States Court of Appeals for the District of Columbia Circuit. See the Federal Register
of October 29, 2007.

6 Final rule. See the Federal Register of March 21, 2011, as amended at January 31, 2013; November 20, 2015.

7Final promulgated rule adopted by the EPA. See the Federal Register of October 26, 2015. Note that subpart KKKKK was amended to cor-
rect minor typographical errors. See the Federal Register of December 4, 2015. Note that the ABCAQCB has not yet applied for updated dele-
gation of these standards.

8Final Rule. See the Federal Register of February 16, 2012, as amended April 6, 2016. Final Supplemental Finding that it is appropriate and
necessary to regulate HAP emissions from Coal- and Oil-fired EUSGU Units. See the FEDERAL REGISTER of April 25, 2016.

* * * * *

[FR Doc. 2018—-07325 Filed 4-12—-18; 8:45 am|
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2017-0169; FRL-9975-76]

Fluensulfone; Pesticide Tolerances

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Final rule.

SUMMARY: This regulation establishes
tolerances for residues of fluensulfone
in or on multiple commodities that are
identified and discussed later in this
document. Makhteshim Agan of North
America (MANA) requested these
tolerances under the Federal Food,
Drug, and Cosmetic Act (FFDCA).

DATES: This regulation is effective April
13, 2018. Objections and requests for
hearings must be received on or before
June 12, 2018, and must be filed in
accordance with the instructions

provided in 40 CFR part 178 (see also
Unit I.C. of the SUPPLEMENTARY
INFORMATION).

ADDRESSES: The docket for this action,
identified by docket identification (ID)
number EPA-HQ-OPP-2017-0169, is
available at http://www.regulations.gov
or at the Office of Pesticide Programs
Regulatory Public Docket (OPP Docket)
in the Environmental Protection Agency
Docket Center (EPA/DC), West William
Jefferson Clinton Bldg., Rm. 3334, 1301
Constitution Ave. NW, Washington, DC
20460-0001. The Public Reading Room


http://www.regulations.gov
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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 OPP
Docket is (703) 305-5805. Please review
the visitor instructions and additional
information about the docket available
at http://www.epa.gov/dockets.

FOR FURTHER INFORMATION CONTACT:
Michael Goodis, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave. NW, Washington, DC
20460-0001; main telephone number:
(703) 308—8157; email address:
RDFRNotices@epa.gov.

SUPPLEMENTARY INFORMATION:
1. General Information

A. Does this action apply to me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. 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 Crop production (NAICS code 111).

e Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

B. How can I get electronic access to
other related information?

You may access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Printing Office’s e-CFR
site at http://www.ecfr.gov/cgi-bin/text-
idx?&c=ecfr&tpl=/ecfrbrowse/Title40/
40tab_02.tpl.

C. How can I file an objection or hearing
request?

Under FFDCA section 408(g), 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2017-0169 in the subject line on
the first page of your submission. All
objections and requests for a hearing
must be in writing, and must be
received by the Hearing Clerk on or
before June 12, 2018. Addresses for mail

and hand delivery of objections and
hearing requests are provided in 40 CFR
178.25(b).

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing (excluding
any Confidential Business Information
(CBI)) for inclusion in the public docket.
Information not marked confidential
pursuant to 40 CFR part 2 may be
disclosed publicly by EPA without prior
notice. Submit the non-CBI copy of your
objection or hearing request, identified
by docket ID number EPA-HQ-OPP—
2017-0169, by one of the following
methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the online
instructions for submitting comments.
Do not submit electronically any
information you consider to be CBI or
other information whose disclosure is
restricted by statute.

e Mail: OPP Docket, Environmental
Protection Agency Docket Center (EPA/
DC), (28221T), 1200 Pennsylvania Ave.
NW, Washington, DC 20460—-0001.

e Hand Delivery: To make special
arrangements for hand delivery or
delivery of boxed information, please
follow the instructions at http://
www.epa.gov/dockets/contacts.html.

Additional instructions on
commenting or visiting the docket,
along with more information about
dockets generally, is available at http://
www.epa.gov/dockets.

II. Summary of Petitioned-For
Tolerance

In the Federal Register of September
15, 2017 (82 FR 43352) (FRL—9965-43),
EPA issued a document pursuant to
FFDCA section 408(d)(3), 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 6F8538) by
Makhteshim Agan of North America
(MANA) (d/b/a ADAMA), 3120
Highlands Blvd., Suite 100, Raleigh, NC
27604. The petition requested that 40
CFR part 180 be amended by
establishing tolerances for residues of
the nematicide fluensulfone, in or on
fruit, pome, crop group 11-10 at 0.3
parts per million (ppm); fruit, stone crop
group 12-12 at 0.06 ppm; small fruit
vine climbing subgroup 13-07D at 0.5
PpI; grape, raisin at 0.8 ppm; nut, tree,
crop group 14-12 at 0.02 ppm; almond,
hulls at 3.0 ppm; sugarcane at 0.03 ppm;
sugarcane and molasses at 0.2 ppm, and
for inadvertent residues of fluensulfone,
in or on (10-month plant-back interval):
Grain, cereal, crop group 15 at 0.03
ppm; forage, fodder and straw of cereal
grains, crop group 16 at 2 ppm; (90-day
plant-back interval): Wheat, grain at
0.06 ppm; barley, grain at 0.06 ppm;

buckwheat, grain at 0.06 ppm; oat, grain
at 0.06 ppm; teosinte, grain at 0.06 ppm;
wheat, bran at 0.10 ppm; barley, bran at
0.10 ppm; wheat, middlings at 0.07
ppm; wheat, shorts at 0.08 ppm; wheat,
germ at 0.07 ppm; wheat, straw at 4
ppm; barley, straw at 4 ppm; oat, straw
at 4 ppm; wheat, forage at 4 ppm; oat,
forage at 4 ppm; wheat, hay at 8 ppm;
barley hay at 8 ppm; and oat, hay at 8
ppm. That document referenced a
summary of the petition prepared by
MANA, the registrant, which is
available in the docket, http://
www.regulations.gov. A comment was
received on the notice of filing. EPA’s
response to this comment is discussed
in Unit IV.C.

Based upon review of the data
supporting the petition, EPA has
modified the levels at which tolerances
are being established in most
commodities. The reasons for these
changes are explained in Unit IV.D.

III. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)(@i) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “‘safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines “safe”” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “‘ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue. . . .”

Consistent with FFDCA section
408(b)(2)(D), and the factors specified in
FFDCA section 408(b)(2)(D), EPA has
reviewed the available scientific data
and other relevant information in
support of this action. EPA has
sufficient data to assess the hazards of
and to make a determination on
aggregate exposure for fluensulfone
including exposure resulting from the
tolerances established by this action.
EPA’s assessment of exposures and risks
associated with fluensulfone follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
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completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children.

The residue of concern for dietary
assessment is the parent compound,
fluensulfone. Residues of the
metabolites butene sulfonic acid (BSA)
and thiazole sulfonic acid (TSA) occur
at levels significantly greater than
fluensulfone; however, these
metabolites are considered non-toxic at
levels that may occur from the use of
fluensulfone. Based on the available
data addressing toxicity of the BSA and
TSA metabolites, the Agency has
determined that they are not of
toxicological concern.

Exposure to fluensulfone results in
effects on the hematopoietic system
(decreased platelets, increased white
blood cells, hematocrit, and
reticulocytes), kidneys, and lungs. Body
weight and clinical chemistry changes
were observed across multiple studies
and species. Evidence of qualitative
increased susceptibility of infants and
children to the effects of fluensulfone
was observed in the 2-generation
reproduction study in rats, wherein pup
death was observed at a dose that
resulted in decreased body weight in the
dams. There was no evidence of either
qualitative or quantitative susceptibility
in developmental toxicity studies in rats
or rabbits. The most sensitive endpoints
for assessing safety of aggregate
exposures to fluensulfone under the
FFDCA are the increased pup-loss
effects for acute dietary exposure; and
body weight, hematological and clinical
chemistry changes for chronic dietary as
well as short/intermediate term dermal
exposures. Decreased locomotor activity
in females, and decreased spontaneous
activity, decreased rearing, and
impaired righting response in both sexes
were observed in the acute
neurotoxicity study at the lowest dose
tested. No other evidence for
neurotoxicity was observed in the other
studies in the toxicity database,
including a subchronic neurotoxicity
study. The doses and endpoints chosen
for risk assessment are all protective of
the effects seen in the acute
neurotoxicity study. A developmental
neurotoxicity study is not required.

Although the mouse carcinogenicity
study showed an association with
alveolar/bronchiolar adenomas and
carcinomas in the female, EPA has
determined that quantification of risk
using the chronic reference dose (RfD)
will account for all chronic toxicity,

including carcinogenicity, that could
result from exposure to fluensulfone
and its metabolites. That conclusion is
based on the following considerations:
(1) The tumors occurred in only one sex
in one species. (2) no carcinogenic
response was seen in either sex in the
rat. (3) the tumors in the mouse study
were observed at a dose that is almost
13 times higher than the dose chosen for
risk assessment. (4) fluensulfone and its
metabolites are not mutagenic.

Specific information on the studies
received and the nature of the adverse
effects caused by fluensulfone as well as
the no-observed-adverse-effect-level
(NOAEL) and the lowest-observed-
adverse-effect-level (LOAEL) from the
toxicity studies can be found at http://
www.regulations.gov in document
“Fluensulfone—Aggregate Human
Health Risk Assessment in Support of
Section 3 Registration of New Uses
(Sugarcane, Small Vine Climbing Fruits,
Pome Fruits, Stone Fruits, and Tree
Nuts), Rotational Crop Tolerances, and
Label Amendments” on pages 37-50 in
docket ID number EPA-HQ-OPP-2017—
0169.

B. Toxicological Points of Departure/
Levels of Concern

Once a pesticide’s toxicological
profile is determined, EPA identifies
toxicological points of departure (POD)
and levels of concern to use in
evaluating the risk posed by human
exposure to the pesticide. For hazards
that have a threshold below which there
is no appreciable risk, the toxicological
POD is used as the basis for derivation
of reference values for risk assessment.
PODs are developed based on a careful
analysis of the doses in each
toxicological study to determine the
dose at which no adverse effects are
observed (the NOAEL) and the lowest
dose at which adverse effects of concern
are identified (the LOAEL). Uncertainty/
safety factors are used in conjunction
with the POD to calculate a safe
exposure level—generally referred to as
a population-adjusted dose (PAD) or a
reference dose (RfD)—and a safe margin
of exposure (MOE). For non-threshold
risks, the Agency assumes that any
amount of exposure will lead to some
degree of risk. Thus, the Agency
estimates risk in terms of the probability
of an occurrence of the adverse effect
expected in a lifetime. For more
information on the general principles
EPA uses in risk characterization and a
complete description of the risk
assessment process, see http://
www.epa.gov/pesticides/factsheets/
riskassess.htm. A summary of the
toxicological endpoints for fluensulfone
used for human risk assessment is

discussed in Unit III.B. of the final rule
published in the Federal Register of
June 1, 2016 (81 FR 34898) (FRL-9946—
07).

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to fluensulfone, EPA
considered exposure under the
petitioned-for tolerances as well as all
existing fluensulfone tolerances in 40
CFR 180.680. EPA assessed dietary
exposures from fluensulfone in food as
follows:

i. Acute exposure. Quantitative acute
dietary exposure and risk assessments
are performed for a food-use pesticide,
if a toxicological study has indicated the
possibility of an effect of concern
occurring as a result of a 1-day or single
exposure.

Such effects were identified for
fluensulfone. In estimating acute dietary
exposure, EPA used 2003-2008 food
consumption information from the
United States Department of Agriculture
(USDA) National Health and Nutrition
Examination Survey, What We Eat in
America, (NHANES/WWEIA). As to
residue levels in food, the acute dietary
risk assumed tolerance-equivalent
residues and 100 percent crop treated
(PCT).

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used 2003-2008 food consumption
information from the USDA’s NHANES/
WWEIA. As to residue levels in food,
the chronic dietary risk assumed
tolerance-equivalent residues and 100
PCT.

iii. Cancer. Based on the data
summarized in Unit III.A., EPA has
concluded that a nonlinear RfD
approach is appropriate for assessing
cancer risk to fluensulfone. Cancer risk
was assessed using the same exposure
estimates as discussed in Unit III.C.1.ii.,
chronic exposure.

iv. Anticipated residue and percent
crop treated (PCT) information. EPA did
not use anticipated residue or PCT
information in the dietary assessment
for fluensulfone. Tolerance-equivalent
residue levels and 100% CT were
assumed for all food commodities.

2. Dietary exposure from drinking
water. The Agency used screening level
water exposure models in the dietary
exposure analysis and risk assessment
for fluensulfone in drinking water.
These simulation models take into
account data on the physical, chemical,
and fate/transport characteristics of
fluensulfone. Further information
regarding EPA drinking water models
used in pesticide exposure assessment
can be found at http://www2.epa.gov/
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pesticide-science-and-
assessingpesticide-risks/about-water-
exposuremodels-used-pesticide.

Based on the Pesticide Root Zone
Model/Exposure Analysis Modeling
System (PRZM/EXAMS) and Pesticide
Root Zone Model Ground Water (PRZM
GW) models, the estimated drinking
water concentrations (EDWCs) for acute
exposures are estimated to be 11.8 parts
per billion (ppb) for surface water and
77.6 ppb for ground water and for
chronic exposures are estimated to be
0.173 ppb for surface water and 52.5
ppb for ground water. Modeled
estimates of drinking water
concentrations were directly entered
into the dietary exposure model. For the
acute dietary risk assessment, the water
concentration value of 77.6 ppb was
used to assess the contribution to
drinking water. For the chronic dietary
risk assessment, the water concentration
of value 52.5 ppb was used to assess the
contribution to drinking water.

3. From non-dietary exposure. The
term ‘‘residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).

No residential handler exposure for
fluensulfone is expected because the
products are not intended for
homeowner use. The product label
requires that handlers wear specific
clothing (e.g., long sleeve shirt/long
pants) and/or personal protective
equipment (PPE). The Agency has made
the assumption that the product is not
for homeowner use and is intended for
use by professional applicators. As a
result, a residential handler assessment
has not been conducted.

For adult residential post-application
exposure, the Agency evaluated dermal
post application exposure only to
outdoor turf/lawn applications (high
contact activities). The Agency also
evaluated residential post-application
exposure for children via dermal and
hand-to-mouth routes of exposure,
resulting from treated outdoor turf/lawn
applications (high contact activities).
Further information regarding EPA
standard assumptions and generic
inputs for residential exposures may be
found at http://www2.epa.gov/
pesticidescience-and-assessing-
pesticide-risks/standard-operating-
proceduresresidential-pesticide.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the

cumulative effects of a particular
pesticide’s residues and “‘other
substances that have a common
mechanism of toxicity.” EPA has not
found fluensulfone to share a common
mechanism of toxicity with any other
substances, and fluensulfone does not
appear to produce a toxic metabolite
produced by other substances. For the
purposes of this tolerance action,
therefore, EPA has assumed that
fluensulfone does not have a common
mechanism of toxicity with other
substances. For information regarding
EPA'’s efforts to determine which
chemicals have a common mechanism
of toxicity and to evaluate the
cumulative effects of such chemicals,
see EPA’s website at http://
www2.epa.gov/pesticide-science-
andassessing-pesticide-risks/
cumulativeassessment-risk-pesticides.

D. Safety Factor for Infants and
Children

1. In general. Section 408(b)(2)(C) of
FFDCA provides that EPA shall apply
an additional tenfold (10X) margin of
safety for infants and children in the
case of threshold effects to account for
prenatal and postnatal toxicity and the
completeness of the database on toxicity
and exposure unless EPA determines
based on reliable data that a different
margin of safety will be safe for infants
and children. This additional margin of
safety is commonly referred to as the
FQPA Safety Factor (SF). In applying
this provision, EPA either retains the
default value of 10X, or uses a different
additional safety factor when reliable
data available to EPA support the choice
of a different factor.

2. Prenatal and postnatal sensitivity.
No evidence of increased quantitative or
qualitative susceptibility was seen in
developmental toxicity studies in rats
and rabbits. Fetal effects in those studies
occurred in the presence of maternal
toxicity and were not considered more
severe than the maternal effects.
However, there was evidence of
increased qualitative, but not
quantitative, susceptibility of pups in
the 2-generation reproduction study in
rats. Maternal effects observed in that
study were decreased body weight and
body weight gain; at the same dose,
effects in offspring were decreased pup
weights, decreased spleen weight, and
increased pup loss (post-natal day 1-4).
Although there is evidence of increased
qualitative susceptibility in the
2-generation reproduction study in rats,
there are no residual uncertainties with
regard to pre- and post-natal toxicity
following in utero exposure to rats or
rabbits and pre- and post-natal
exposures to rats. Considering the

overall toxicity profile, the clear NOAEL
for the pup effects observed in the
2-generation reproduction study, and
that the doses selected for risk
assessment are protective of all effects
in the toxicity database including the
offspring effects, the degree of concern
for the susceptibility is low.

3. Conclusion. EPA has determined
that reliable data show the safety of
infants and children would be
adequately protected if the FQPA SF
were reduced to 1x. That decision is
based on the following findings:

i. The toxicity database for
fluensulfone is complete.

ii. Evidence of potential neurotoxicity
was only seen following acute exposure
to fluensulfone and the current PODs
chosen for risk assessment are
protective of the effects observed. There
is no need for a developmental
neurotoxicity study or additional UFs to
account for neurotoxicity.

iii. There is no indication of
quantitative susceptibility in the
developmental and reproductive
toxicity studies, and there are no
residual uncertainties concerning pre-
or post-natal toxicity. In addition, the
endpoints and doses chosen for risk
assessment are protective of the
qualitative susceptibility observed in
the 2-generation reproduction study.

iv. There are no residual uncertainties
identified in the exposure databases.
The dietary food exposure assessments
were performed based on 100 PCT and
tolerance equivalent-level residues. EPA
made conservative (protective)
assumptions in the ground and surface
water modeling used to assess exposure
to fluensulfone in drinking water. EPA
used similarly conservative assumptions
to assess post-application exposure of
children as well as incidental oral
exposure of toddlers. These assessments
will not underestimate the exposure and
risks posed by fluensulfone.

E. Aggregate Risks and Determination of
Safety

EPA determines whether acute and
chronic dietary pesticide exposures are
safe by comparing aggregate exposure
estimates to the acute PAD (aPAD) and
chronic PAD (cPAD). For linear cancer
risks, EPA calculates the lifetime
probability of acquiring cancer given the
estimated aggregate exposure. Short-,
intermediate-, and chronic-term risks
are evaluated by comparing the
estimated aggregate food, water, and
residential exposure to the appropriate
PODs to ensure that an adequate MOE
exists.

1. Acute risk. Using the exposure
assumptions discussed in this unit for
acute exposure, the acute dietary
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exposure from food and water to
fluensulfone will occupy 9.4% of the
aPAD for all infants less than 1 year old,
the population group receiving the
greatest exposure.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that chronic exposure to fluensulfone
from food and water will utilize 4.1% of
the cPAD for all infants less than 1 year
old, the population group receiving the
greatest exposure. Based on the
explanation in Unit III.C.3., regarding
residential use patterns, chronic
residential exposure to residues of
fluensulfone is not expected.

3. Short-term risk. Short-term
aggregate exposure takes into account
short-term residential exposure plus
chronic exposure to food and water
(considered to be a background
exposure level).

Fluensulfone is currently registered
for uses that could result in short-term
post-application residential exposure,
and the Agency has determined that it
is appropriate to aggregate chronic
exposure through food and water with
short-term residential exposures to
fluensulfone.

Using the exposure assumptions
described in this unit for short-term
exposures, EPA has concluded the
combined short-term food, water, and
residential exposures result in aggregate
MOE:s of 5,600 adults and 2,800 for
children. Because EPA’s level of
concern for fluensulfone is a MOE of
100 or below, these MOEs are not of
concern.

4. Intermediate-term risk.
Intermediate-term aggregate exposure
takes into account intermediate-term
residential exposure plus chronic
exposure to food and water (considered
to be a background exposure level).

An intermediate-term adverse effect
was identified; however, fluensulfone is
not registered for any use patterns that
would result in intermediate-term
residential exposure. Intermediate-term
risk is assessed based on intermediate-
term residential exposure plus chronic
dietary exposure. Because there is no
intermediate-term residential exposure
and chronic dietary exposure has
already been assessed under the
appropriately protective cPAD (which is
at least as protective as the POD used to
assess intermediate-term risk), no
further assessment of intermediate-term
risk is necessary, and EPA relies on the
chronic dietary risk assessment for
evaluating intermediate-term risk for
fluensulfone.

5. Aggregate cancer risk for U.S.
population. EPA assessed cancer risk
using a non-linear approach (i.e., RfD)

since it adequately accounts for all
chronic toxicity, including
carcinogenicity, that could result from
exposure to fluensulfone. As the chronic
dietary endpoint and dose are protective
of potential cancer effects, fluensulfone
is not expected to pose an aggregate
cancer risk.

6. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population, or to infants and children
from aggregate exposure to fluensulfone
residues.

IV. Other Considerations
A. Analytical Enforcement Methodology

Adequate enforcement methodology
(acetonitrile/water (1:1, v/v) extraction
and analysis by reverse-phase high
performance liquid chromatography
mass spectrometry (HPLC-MS/MS)) is
available to enforce the tolerance
expression. The method may be
requested from: Chief, Analytical
Chemistry Branch, Environmental
Science Center, 701 Mapes Rd., Ft.
Meade, MD 20755-5350; telephone
number: (410) 305—-2905; email address:
residuemethods@epa.gov.

B. International Residue Limits

In making its tolerance decisions, EPA
seeks to harmonize U.S. tolerances with
international standards whenever
possible, consistent with U.S. food
safety standards and agricultural
practices. EPA considers the
international maximum residue limits
(MRLs) established by the Codex
Alimentarius Commission (Codex), as
required by FFDCA section 408(b)(4).
The Codex Alimentarius is a joint
United Nations Food and Agriculture
Organization/World Health
Organization food standards program,
and it is recognized as an international
food safety standards-setting
organization in trade agreements to
which the United States is a party. EPA
may establish a tolerance that is
different from a Codex MRL; however,
FFDCA section 408(b)(4) requires that
EPA explain the reasons for departing
from the Codex level. The Codex has not
established a MRL for fluensulfone for
commodities covered by this document.

C. Response to Comments

One comment was submitted in
response to the September 15, 2017
Notice of Filing. The commenter
opposed the petition generally, alleging
that there are too many toxic chemicals
being used in America without citing
any specific human health concerns
about fluensulfone itself. The Agency

recognizes that some individuals believe
that pesticides should be banned on
agricultural crops; however, the existing
legal framework provided by section
408 of the Federal Food, Drug and
Cosmetic Act (FFDCA) states that
tolerances may be set when persons
seeking such tolerances or exemptions
have demonstrated that the pesticide
meets the safety standard imposed by
that statute. The comment appears to be
directed at the underlying statute and
not EPA’s implementation of it; the
citizen has made no contention that
EPA has acted in violation of the
statutory framework.

D. Revisions to Petitioned-For
Tolerances

Most of the petitioned-for tolerance
levels differ from those being
established by the Agency. In its
petition, the petitioner stated that the
proposed tolerances were derived using
the Organization for Economic
Cooperation and Development (OECD)
MRL calculation procedure; however,
the petitioner did not provide the OECD
MRL calculator’s input or output tables
for any of the requested tolerances.
When EPA ran the OECD MRL
calculation procedure on the requested
new use commodities (primary crops)
using residue values from the field
trials, the results obtained did not agree
with any of the petitioned-for
tolerances, except in pome fruits group
11-10 and molasses. Therefore, EPA is
establishing tolerances that differ from
those requested in stone fruits group
12-12, small vine climbing fruits
subgroup 13-07D, raisins, tree nuts
group 14-12, almond hulls, and
sugarcane based on available data and
the OECD calculation procedure. In the
case of tree nuts group 14—12, EPA is
establishing the tolerance in tree nuts at
0.01 ppm (the LOQ) because residues in
all samples of almonds and pecans were
<0.01 ppm.

With respect to tolerances for
inadvertent residues, the Agency is
establishing a tolerance for residues
in/on cereal grains (crop group 15)
based on data from the representative
commodities for that crop group and
reflecting the labeled rotational crop
plant-back restriction applicable to the
crop group as a whole. Separate
tolerances for inadvertent residues are
being established for barley, buckwheat,
oat, and wheat commodities due to a
shorter plant-back restriction, specific to
those crops, which results in higher
residue levels. A separate tolerance was
proposed for inadvertent residues in/on
teosinte; however, a separate tolerance
listing is not necessary since it is a
member of crop group 15 and does not
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have a separate, shorter, plant-back
restriction. A tolerance in wheat milled
byproducts, the preferred term covering
wheat shorts and middlings, is being
established at 0.08 ppm, rather than
separate tolerances in wheat shorts and
wheat middlings.

Furthermore, EPA’s tolerance levels
are expressed to provide sufficient
precision for enforcement purposes, and
this may include the addition of trailing
zeros (such as 0.30 ppm rather than 0.3
ppm). This is in order to avoid the
situation where rounding of an observed
violative residue to the level of
precision of the tolerance expression
would result in a residue considered
non-violative (such as 0.34 ppm being
rounded to 0.3 ppm). This revision has
been made for pome fruits group 11-10;
molasses; forage, fodder and straw of
cereal grains group 16; and straw,
forage, and hay of wheat, barley and
oats.

V. Conclusion

Therefore, tolerances are established
for residues of fluensulfone, in or on
almond, hulls at 4.0 ppm; fruit, pome,
group 11-10 at 0.30 ppm; fruit, small,
vine climbing, subgroup 13-07D at 0.60
ppm; fruit, stone group 12—12 at 0.07
ppm; grape, raisin at 0.90 ppm; nut,
tree, group 14-12 at 0.01 ppm,;
sugarcane, cane at 0.04 ppm; and
sugarcane, molasses at 0.20 ppm. In
addition, tolerances for indirect or
inadvertent residues of fluensulfone are
established in or on barley, bran at 0.10
ppm; barley, grain at 0.06 ppm; barley
hay at 8.0 ppm; barley, straw at 4.0
ppm; buckwheat, grain at 0.06 ppm;
grain, cereal, forage, fodder and straw,
group 16 at 2.0 ppm; grain, cereal, group
15 at 0.03 ppm; oat, forage at 4.0 ppm;
oat, grain at 0.06 ppm; oat, hay at 8.0
ppm; oat, straw at 4.0 ppm; wheat, bran
at 0.10 ppm; wheat, forage at 4.0 ppm;
wheat, germ at 0.07 ppm; wheat, grain
at 0.06 ppm; wheat, hay at 8.0 ppm;
wheat, milled byproducts at 0.08 ppm;
and wheat, straw at 4.0 ppm.

VI. Statutory and Executive Order
Reviews

This action establishes tolerances
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled “Regulatory
Planning and Review” (58 FR 51735,
October 4, 1993). Because this action
has been exempted from review under
Executive Order 12866, this action is
not subject to Executive Order 13211,
entitled “Actions Concerning
Regulations That Significantly Affect

Energy Supply, Distribution, or Use” (66
FR 28355, May 22, 2001); Executive
Order 13045, entitled “Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997); or Executive Order
13771, entitled “Reducing Regulations
and Controlling Regulatory Costs” (82
FR 9339, February 3, 2017). This action
does not contain any information
collections subject to OMB approval
under the Paperwork Reduction Act
(PRA) (44 U.S.C. 3501 et seq.), nor does
it require any special considerations
under Executive Order 12898, entitled
“Federal Actions to Address
Environmental Justice in Minority
Populations and Low-Income
Populations” (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established on the basis of a petition
under FFDCA section 408(d), such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.), do not apply.

This action directly regulates growers,
food processors, food handlers, and food
retailers, not States or tribes, nor does
this action alter the relationships or
distribution of power and
responsibilities established by Congress
in the preemption provisions of FFDCA
section 408(n)(4). As such, the Agency
has determined that this action will not
have a substantial direct effect on States
or tribal governments, on the
relationship between the national
government and the States or tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
“Federalism” (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled “Consultation and Coordination
with Indian Tribal Governments” (65 FR
67249, November 9, 2000) do not apply
to this action. In addition, this action
does not impose any enforceable duty or
contain any unfunded mandate as
described under Title II of the Unfunded
Mandates Reform Act (UMRA) (2 U.S.C.
1501 et seq.).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act
(NTTAA) (15 U.S.C. 272 note).

VII. Congressional Review Act

Pursuant to the Congressional Review
Act (5 U.S.C. 801 et seq.), EPA will

submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of the rule in the Federal
Register. This action is not a “‘major
rule” as defined by 5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: April 4, 2018.
Donna S. Davis,
Acting Director, Registration Division, Office
of Pesticide Programs.

Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2.In §180.680:
m a. In the table to paragraph (a), add
alphabetically the entries