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This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents.

FEDERAL LABOR RELATIONS
AUTHORITY

5 CFR Chapter XIV

Changes to Current Addresses and
Geographic Jurisdictions

AGENCY: Federal Labor Relations
Authority.
ACTION: Final rule.

SUMMARY: This document amends
regulations listing the current addresses
and describing the geographic
jurisdictions of the Federal Labor
Relations Authority, General Counsel of
the Federal Labor Relations Authority,
and the Federal Service Impasses Panel.
These changes reflect the closing of the
Dallas Regional Office and changes to
the geographical jurisdictions of the
Atlanta, Chicago, and Denver Regional
Directors.

DATES: Effective September 21, 2018.
FOR FURTHER INFORMATION CONTACT:
William Tosick, Executive Director,
Federal Labor Relations Authority, 1400
K St. NW, Washington, DC 20424, (202)
218-7791, wtosick@flra.gov.

SUPPLEMENTARY INFORMATION: Effective
January 28, 1980, the Authority and the
General Counsel published, at 45 FR
3482, January 17, 1980, final rules and
regulations to govern the processing of
cases by the Authority and the General
Counsel under chapter 71 of title 5 of
the United States Code. These rules and
regulations are required by title VII of
the Civil Service Reform Act of 1978
and are set forth in 5 CFR chapter XIV
(2018).

After an examination of budgets,
caseloads, rental costs, operating costs,
and staffing, the Authority is closing its
Dallas Regional Office and reassigning
its jurisdiction to the Denver and
Atlanta Regional Directors, effective
September 21, 2018. It is also
reassigning jurisdiction for the state of
South Dakota from the Denver Regional
Director to the Chicago Regional
Director. The Authority expects no
adverse effect on the quality or
efficiency of casehandling as a result of
the Dallas Regional Office closure.

This amendment updates paragraphs
(d) and (f) of Appendix A to 5 CFR
chapter XIV to reflect the new
organizational structure by removing the
Dallas Regional Office from the list of
current addresses, telephone numbers,
and fax numbers of the Authority’s
Regional Offices and by revising the
geographical jurisdictions of the Federal
Labor Relations Authority. As this rule
pertains to agency organization,
procedure, or practice, it is exempt from
prior notice and public comment

pursuant to 5 U.S.C. 553(b)(A). For this
same reason, pursuant to 5 U.S.C.
553(d)(3), the Authority finds that good
cause exists for not providing a more
delayed effective date. This type of
action is also exempt from review under
Executive Orders 12866 (58 FR 51735,
October 4, 1993), 13563 (76 FR 3821,
January 21, 2011), and 13771 (82 FR
9339, February 3, 2017).

For additional information regarding
case handling procedures following the
Dallas Regional Office closure, please go
to www.flra.gov.

List of Subjects in 5 CFR Chapter XIV

Administrative practice and
procedure.

Chapter XIV—Federal Labor Relations
Authority

For the reasons set forth in the
preamble and under the authority of 5
U.S.C. 7134, the authority amends 5
CFR chapter XIV as follows:

m 1. Appendix A to 5 CFR chapter XIV
is amended by removing paragraph
(d)(5), redesignating paragraphs (d)(6)
and (7) as (d)(5) and (6), and revising
paragraph (f) to read as follows:

Appendix A to 5 CFR Chapter XIV—
Current Addresses and Geographic
Jurisdictions

* * * * *

(f) The geographic jurisdictions of the
Regional Directors of the Federal Labor
Relations Authority are as follows:

State or other locality

Regional office

Alabama
Alaska ........
Arizona
Arkansas ...

California ...

Colorado .......
Connecticut ..
Delaware
District of Columbia ...
Florida

(LYo (o - TSP U PR PRSPPI
Hawaii and all land and water areas west of the continents of North and South America (except coastal islands) to long. 90

degrees East.
Idaho
lllinois ....
Indiana ...
lowa .......
Kansas
Kentucky ....
Louisiana ...
Maine .........
Maryland ..............
Massachusetts

Atlanta.

..... San Francisco.
..... Denver.

..... Atlanta.

..... San Francisco.
..... Denver.

..... Boston.

..... Boston.

..... Washington, DC.
..... Atlanta.
Atlanta.

San Francisco.

San Francisco.
..... Chicago.

..... Chicago.

..... Chicago.

..... Denver.

..... Chicago.

..... Atlanta.

..... Boston.

..... Washington, DC.
Boston.
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State or other locality Regional office
o] T =T o PP Chicago.
Minnesota Chicago.
Mississippi ... Atlanta.
Missouri ....... ... | Chicago.
1YL - U = PR RP Denver.
Nebraska Denver.
Nevada ................. San Francisco.
New Hampshire .... ... | Boston.
INEW JBISEY ittt t et e e bt e et e e s he e et e e ket e b e e eae e ettt ea b e e b e e oAbt ehe e e Rt e b et e b e e nae e e et e eaa e e b e e ehne e eheenreetee s Boston.
INEW IMIEXICO ...ttt ettt e ekt e e et et e e eae e e e e se e e e e a s e e e e s R e e e e st et e oo sE e e e a R e e e 2 s R e e e 2 s e e e aas e e e e aane e e e nnn e e e nneeennneeennneas Denver.
New York ........... Boston.
North Carolina ... Atlanta.
North Dakota Chicago.
[ 31 TSRO PR PR Chicago.
Oklahoma Denver.
Oregon .............. ... | San Francisco.
PENNSYIVANIA ...ttt ettt h ettt e bt e e bt e e b et e a bt e she e e b e e b e e e bt e ea et et e e e as e e b e e eat e e bt e nan e e te e e neenreenreee Boston.
Puerto RiCo and COASTAl iSIANAS ........couiiiiiieii et e e e et e e et e e e sn e e e e ne e e e e n e e e e e et e a e e e e nr e e e nree s Boston.
Rhode Island .........ccccoocviiiieinenne Boston.
South Carolina .. Atlanta.
South Dakota Chicago.
TEINMNESSEE ..ttt ettt ettt ettt b e ea et et eea st e bt e ea et e st e ea bt e b e e oab e e Sh et £aE e e eh b e oA R e e eRe £ oA R e e SaE e e £ £ e oAb e e AR et eaEeehe e eab e e Rt e e bt naee e beeenbeenneesnreen Chicago.
Texas Denver.
Utah ......... ... | Denver.
RV 2= 42T ] o | SRR UPUOPRTN: Boston.
LYo 0L OSSP ROPR Washington, DC.
Washington San Francisco.
West Virginia ... | Washington, DC.
R =TT T o PP PPN Chicago.
R4 o] 1 111 T [P PP PP PRFP PRI Denver.
Virgin Islands ..........ccccoceiiiiiiiinnns ... | Atlanta.
Panama/limited FLRA jurisdiction Atlanta.

All land and water areas east of the continents of North and South America to long. 90 degrees East, except the Virgin Is-

lands, Panama (limited FLRA jurisdiction), Puerto Rico and coastal islands.

Washington, DC.

Authority: 5 U.S.C. 7134.

Dated: September 10, 2018.

For the Federal Labor Relations Authority.
William Tosick,
Executive Director.

Note: The following appendix will not
appear in the Code of Federal Regulations:

Appendix A—Opinions of the
Authority’s Majority and Dissent With
Respect to the Closure of the Federal
Labor Relations Authority’s Boston and
Dallas Regional Offices

I. Authority’s Opinion

The Authority voted in January 2018
to close the Boston and Dallas Regional

Offices. At that time, the Authority
considered arguments echoing those of
Member DuBester. We concluded,
however, that consolidating the FLRA’s
Regional Office structure would
husband the FLRA’s budgetary and
operational resources and best serve the

labor-management relations community.

In the end, Member DuBester raises
nothing new. We have reprinted
Chairman Kiko’s March 26, 2018 letter
to the Senate Subcommittee on
Financial Services and General
Government, Committee on
Appropriations (attachments omitted),
explaining why we undertook this
Regional Office consolidation. We have

also included Chairman Kiko’s May 21,
2018 response to the letter from a group
of Senators that Member DuBester
references, which reiterates the rationale
for the consolidation and offers
Chairman Kiko’s additional personal
reflections on the need for reform. In
our opinion, these two letters
thoroughly refute Member DuBester’s
dissent.

Colleen Duffy Kiko,
Chairman.
James T. Abbott,

Member.
BILLING CODE 6727-01-P
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UNITED STATES OF AMERICA
FEDERAL LABOR RELATIONS AUTHORITY

WASHINGTON, D.C. 20424
(202) 218-7900

www.FLRA gov

OFFICE OF THE CHAIRMAN

March 26, 2018

The Honorable Shelley Moore Capito The Honorable Chris Coons

Chairman Ranking Member

Subcommittee on Financial Services and Subcommittee on Financial Services and
General Government General Government

Committee on Appropriations Committee on Appropriations

United States Senate United States Senate

SD-133 Dirksen Senate Office Building SH-125 Hart Senate Office Building

Washington, D.C. 20510 Washington, D.C. 20510

Dear Chairman Capito and Ranking Member Coons:

In accordance with Division E, Title VI, Section 608 of the Consolidated
Appropriations Act, 2018, HR. 1625, 115th Cong. (2018) (enacted), I respectfully advise
you that the Federal Labor Relations Authority (FLRA) proposes to reorganize by
consolidating the regional-office structure of its Office of the General Counsel (OGC)
component.

Consistent with Executive Order 13781, Comprehensive Plan for Reorganizing
the Executive Branch (March 13, 2017), and Office of Management and Budget (OMB)

Memorandum M-17-22, Comprehensive Plan for Reforming the Federal Government
and Reducing the Federal Civilian Workforce (April 12, 2017), the FLRA assembled a
cross-component working group on March 27, 2017, to develop agency reform proposals
and a long-term workforce plan focused on improving the agency’s efficiency,
effectiveness, and accountability. This provided the agency with a real opportunity to
take a close look at its structure and operations, and to develop and implement solutions
for streamlining and reducing costs across the FLRA — while continuing to carry out the
agency’s important mission. The agency sought internal and external stakeholder
feedback for improving the efficiency and effectiveness of the FLRA in May 2017.
Among the internal suggestions were recommendations to increase the use of electronic
case files, reduce the agency’s physical footprint, utilize hoteling, and reduce the
regional-office structure from the current seven to only three or four regional offices.

As outlined in the FLRA’s FY 2019 Congressional Budget Justification, the
FLRA has already implemented a number of cost-saving measures, including reducing its
travel and training budgets and increasing its use of technology (e.g., videoconferencing
and electronic-case-file developments). But, like most small agencies, only a small
portion of the FLRA’s budget is discretionary — with approximately 80% devoted to
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employee compensation and benefits, and another approximately 10% committed to rent
costs. Consistent with Government-wide mandates and the agency’s own ongoing efforts
to reduce or eliminate rental costs since 2010, the agency’s physical footprint and its
regional-office structure were logical places to look for additional cost savings.

As noted in the President’s budget, “[a]ll work throughout the agency is
undertaken to support a single program” —to promote stable, constructive labor-
management relations through the resolution and prevention of labor disputes in a manner
that determines the respective rights of employees, agencies, and labor organizations in
their relations with one another. The regional offices, on behalf of the FLRA General
Counsel, investigate and resolve unfair-labor-practice (ULP) charges, prosecute ULP
complaints, investigate and resolve representation cases, and conduct secret-ballot
elections. There are currently seven regional offices in: Atlanta, Georgia; Boston,
Massachusetts; Chicago, Illinois; Dallas, Texas; Denver, Colorado; San Francisco,
California; and Washington, D.C. (co-located with FLRA headquarters).

It has been over twenty years since the FLRA has reorganized its regional-office
structure. After reviewing potential costs and efficiencies, the FLRA reorganized its
regional-office structure in the 1990s — consolidating 9 regional offices into 7 — by
closing regional offices in New York, New York and Los Angeles, California. The
current proposal is to consolidate from 7 regional offices into 5, resulting in the closure of
the FLRA’s Boston and Dallas regional offices. This would directly affect 16 employees
—9 in Boston and 7 in Dallas. A/l affected employees will be offered reassignment
within the agency to positions in another regional office or headquarters.

As an initial matter, it is important to note that technology has changed
significantly since the agency opened its doors in 1979, providing the ability to easily
transact business virtually through electronic means. As such, it is no longer as crucial or
cost-effective as it was in 1979 for the FLRA to have regional offices and employees in
as many geographic locations. In addition, consolidating the regional-office structure
will not result in substantial increases in travel costs for the FLRA or its customers.
Generally, the only time that a customer may be required to travel is to participate in a
ULP hearing before an FLRA Administrative Law Judge (ALJ) or a representation
hearing before an FLRA hearing officer. But the ALJ typically travels (at FLRA
expense) from Washington, D.C. to where the parties and witnesses are located, and the
FLRA pays the travel expenses for FLRA counsel and all FLRA witnesses, the majority
of whom are union representatives. Moreover, the number of ULP hearings is quite small
— for example, there were only 14 hearings in FY 2017, and an average of only 16
hearings per year for the last four years. As to representation cases, the OGC relies
heavily on telephonic meetings. These can take place before a petition is filed to educate
party representatives, or after a petition is filed to investigate, narrow, and resolve issues.
To the extent that the parties have to participate in representation hearings, the FLRA
hearing officers generally travel, at FLRA expense, to the parties” or witnesses’ location.
Moreover, the number of representation hearings is small — the OGC conducted only 10
representation hearings in FY 2017. And the OGC is increasingly using
videoconferencing to conduct all or parts of those hearings. Finally, the OGC
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increasingly uses electronic voting and mail-ballot elections to conduct secret-ballot
elections, minimizing the need for FLRA staff to utilize paid travel.

Against this backdrop, factors considered by agency leadership in making the
current consolidation recommendation include: (1) five-year average case intake for each
regional office; (2) annual rent costs for each regional office outside of D.C.; (3) the
number of employees in each region; and (4) proximity to another regional office.

Based on 5-year case-intake averages (from FY 2012 — FY 2016), Boston and
Dallas have the lowest overall average case intake. As to ULP cases, Boston and Dallas
have average annual intake of 532 and 507 cases, respectively, or a total of 1,039 cases.
By comparison, the remaining five regional offices have averages of 771 (Atlanta), 676
(Chicago), 564 (Denver), 750 (San Francisco), and 696 (Washington, D.C.). Turning to
representation cases, Boston and Dallas have five-year average annual intake of 25 and
22 cases, respectively, or a total of 47 cases. By comparison, the remaining five regional
offices have averages of 37 (Atlanta), 29 (Chicago), 24 (Denver), 45 (San Francisco), and
67 (Washington, D.C.). It is important to note that the agency specifically used a five-
year average of case-intake data to avoid penalizing a regional office that had had “an off
year,” as case intake can fluctuate from year to year. However, if we were to include FY
2017 data in the averages, the disparity between the Boston and Dallas regional offices’
intake compared to the other regional offices is even more significant.

In addition to case intake, other considerations included rent costs, the number of
affected employees, and proximity to other regional offices. As to rent, at $48 per square
foot in 2017 and $45 per square foot in 2018, rent for the Boston regional office is
significantly greater per square foot than all of the FLRA’s other regional offices outside
of Washington, D.C. By comparison, the average rent per square foot for those offices is
$25.87 per square foot. Closing the Boston and Dallas regional offices will save the
agency in future fiscal years approximately $300,000 annually in lease payments,
$1,500,000 over five years, and $3,000,000 over ten vears. With respect to the impact on
FLRA employees, the Dallas regional office has the fewest number of employees
(7 employees), so closure of that office will result in disruption to, and relocation
payments for, the fewest employees. Moreover, the Boston and Dallas regional offices
are in close proximity to other regional offices, and the agency will continue to have a
regional presence both on the East Coast and in the South/Southwest.

In accordance with M-17-22, the agency submitted all of its reform proposals,
including the recommendation to consolidate the regional-office structure and close the
Boston and Dallas regional offices, to OMB on September 11, 2017. OMB approved the
consolidation as part of the annual development of the FY 2019 President’s Budget,
contingent on a vote of the Authority Members —the FLRA’s three-Member decisional
body, which includes the FLRA Chairman, who is the agency’s chief executive and
administrative officer.’ On December 11, 2017, the FLRA experienced a transition in its
leadership. Iwas sworn in as an FLRA Member and designated by the President to serve

! Under 5 U.S.C. §7104(b), “The President shall designate one member to serve as Chairman of the
Authority. The Chairman is the chief executive and administrative officer of the Authority.”
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as Chairman; Member Ernest DuBester was sworn in for his third term as an Authority
Member; and Member James T. Abbott was sworn in for his first term as an Authority
Member. Consistent with FLRA regulations,2 a majority of the Authority voted on
January 11, 2018, to reduce its physical footprint and to consolidate its existing seven
regional offices to five regional offices located in: Atlanta, Georgia; Chicago, Illinois;
Denver, Colorado; San Francisco, California; and Washington, D.C. (co-located at FLRA
headquarters).

Based on comprehensive analysis and planning, the FLRA has taken or will take
the following implementation actions to consolidate the regional-office structure and
realign the casework and the workforce of its regional offices. These include:

e On February 12, 2018, I personally shared the details of the consolidation with
employees in a series of three meetings: (1) a meeting with the Regional
Directors of all seven regional offices; (2) a meeting of all employees in the
Boston and Dallas regional offices, including the employees’ representative;
and (3) an all-employee meeting. Following the all-employee meeting, a
handout was distributed to all employees, which is enclosed here as
Attachment 1.

o The agency will close its Boston, Massachusetts and Dallas, Texas regional
offices no later than September 30, 2018, by providing no less than the
required 4 months’ notice to the General Services Administration that it
intends to terminate the leases and vacate the offices scheduled for closure.

e The agency will adjust the geographic jurisdiction and caseloads for each of
the remaining regional offices. Specifically, the workload of the Boston and
Dallas regional offices — an average of 1,039 ULP cases annually (or 23% of
the total OGC average annual intake of 4,496 ULP cases) and 47
representation cases annually (or 19% of the total OGC average annual intake
of 249 representation cases) — will be redistributed to the other regional
offices through a published regulatory change® to the geographic jurisdiction
of each regional office. The regulatory change will be published no later than
July 30, 2018, and the specific changes regarding the geographic areas
covered by each regional office before and after the consolidation are outlined
in detail in Attachments 2 and 3. OGC management will meet to determine
the best way to accomplish the caseload transition, which will dictate how
soon the regulation will be published and how soon the Boston and Dallas
regional offices will cease to accept new cases. OGC management will also
develop a detailed plan for transferring cases that are already pending in the
Boston and Dallas regional offices at the time of the regulatory change.

* Appendix B to 5 C.F.R. Chapter XIV provides that “the establishment, transfer, or elimination of any
Regional Office or non-Regional Office duty location may be accomplished only with the approval of the
Authority.”

? As with the most recent realignment of the OGC’s geographic jurisdiction in 2014, the Agency will issue
the change as a final rule, without notice and comment. See 79 Fed. Reg. 33.849. 33.850 (June 13, 2014).
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The 16 employees currently working in the Boston and Dallas regional offices
— 2 Senior Executive Service (SES) regional directors; 2 GS-15 supervisory
attorneys; 10 GS-12 to GS-14 attorneys/agents; 1 GS-11 administrative
officer; and 1 GS-8 legal assistant — will be reassigned and relocated, at
agency expense, to existing regional office or headquarters offices, without
the agency leasing any additional space. No reduction-in-force actions will be
initiated because there are adequate positions to retain all of the directly
affected employees, without a loss to their SES status or grade level.

The agency has already requested and received Voluntary Early Retirement
Authority (VERA) from the Office of Personnel Management (OPM), and it
offered VERA to all employees agency-wide on February 12, 2018, to
maximize relocation opportunities for the directly affected employees. That
is, potential vacancies in other locations may provide additional relocation
options for the Boston and Dallas employees. The agency has already
provided retirement estimates to all seven VERA-eligible or optional-
retirement-eligible employees in Boston and Dallas, as well as individual
retirement counseling sessions to them upon request. Anyone who accepts
VERA will be expected to retire by September 30, 2018.

The agency has notified employees that it will not request Voluntary
Separation Incentive Payment (VSIP) authority from OMB and OPM, because
it is not attempting to reduce its workforce through this reorganization.

T have established a dedicated email address for employees to submit
questions about the consolidation, and I am personally committed to ensuring
that every question is answered — either by direct reply or in a list of questions
and answers that are regularly updated and posted on the agency’s intranet
site.

Meetings are currently underway with the employees’ representative
organization to discuss the consolidation. It is anticipated that all directed
reassignment letters will issue no later than May 1, 2018. But some employee
relocations will likely spill over into FY 2019 depending on funding.

Internal work groups, led by the agency’s Executive Director, have been
assembled to develop and coordinate the logistics of the consolidation.

Due to the already deep cost-cutting measures taken through the Agency Reform
Plan, the agency will fund as many of the employee relocations resulting from the
consolidation as possible from its baseline FY 2018 budget, with no loss of service to the
agency’s mission.”

4 Relocation costs not covered by the agency’s baseline FY 2018 budget (up to approximately $900,000)
will be absorbed from the FY 2019 budget, again with no loss of mission service. The first realization of
cost savings will not occur until FY 2020.
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If you or your staff need additional information or have any questions, please
contact me or Gina Grippando, Counsel for Regulatory and Public Affairs (at 202-218-
7776 or ggripp@flra.gov).

An identical letter is being sent to Chairman Tom Graves and Ranking Member
Mike Quigley, House Subcommittee on Financial Services and General Government,
Committee on Appropriations.

Sincerely,

(o

Colleen Duffy Kiko
Chairman

Cc (with enclosures):

The Honorable Thad Cochran, Chairman
Committee on Appropriations
United States Senate

The Honorable Patrick J. Leahy, Vice Chairman
Committee on Appropriations
United States Senate


mailto:ggripp@flra.gax
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OFFICE OF THE CHAIRMAN

The Honorable Edward J. Markey
United States Senator

255 Dirksen Senate Office Building
Washington, D.C. 20510

The Honorable Sheldon Whitehouse
United States Senator

530 Hart Senate Office Building
Washington, D.C. 20510

The Honorable Bernard Sanders
United States Senator

332 Dirksen Senate Office Building
Washington, D.C. 20510

The Honorable Elizabeth Warren
United States Senator

317 Hart Senate Office Building
Washington, D.C. 20510

The Honorable Angus S. King, Jr.
United States Senator

133 Hart Senate Office Building
Washington, D.C. 20510

The Honorable Christopher A. Coons
United States Senator

127A Russell Senate Office Building
Washington, D.C. 20510

The Honorable Jack Reed
United States Senator

728 Hart Senate Office Building
Washington, D.C. 20510

Dear Senators:

UNITED STATES OF AMERICA
FEDERAL LABOR RELATIONS AUTHORITY
1400 K STREET N.W. * WASHINGTON, D.C. 20424

www.FLRA gov

May 21, 2018

The Honorable Susan M. Collins
United States Senator

413 Dirksen Senate Office Building
Washington, D.C. 20510

The Honorable Jeanne Shaheen
United States Senator

506 Hart Senate Office Building
Washington, D.C. 20510

The Honorable Richard Blumenthal
United States Senator

706 Hart Senate Office Building
Washington, D.C. 20510

The Honorable Robert P. Casey, Jr.
United States Senator

393 Russell Senate Office Building
Washington, D.C. 20510

The Honorable Thomas R. Carper
United States Senator

513 Hart Senate Office Building
Washington, D.C. 20510

The Honorable Christopher S. Murphy
United States Senator

136 Hart Senate Office Building
Washington, D.C. 20510

Thank you for your letter of May 1, 2018, expressing concern for federal employees currently
served by the Boston Regional Office of the Federal Labor Relations Authority (FLRA). I am


http://www.FLRA.gov
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encouraged by your support for our mission and our shared belief that the Civil Service Reform
Act is vital for safeguarding the rights of federal employees, federal agencies, and federal
employees” unions.

When the FLRA first opened its doors in 1979, I worked as a career employee in its Washington,
D.C. regional office, and later in the Authority headquarters, until 1982 when I left to attend law
school. Ieventually returned to the agency to serve as its General Counsel from 2005 to 2008,
overseeing all seven of the current regional offices. I know first-hand what the work of the
FLRA’s regional offices entails — at all levels — as well as how the work has changed
dramatically over the past four decades.

In 1979, there were nine FLRA regional offices. In the 1990s, the FLRA consolidated those nine
regional offices into seven. Recently, as required by our internal regulations, the Authority voted
to approve a plan that will consolidate those seven regional offices into five. While the plan
physically closes the Boston and Dallas offices, it does so without any job losses to current
FLR A employees and without any reduction to the high-quality services that the FLRA provides
to our stakeholders.

Although the consolidation plan was developed before I became the FLRA’s Chairman, I wholly
endorse it because the analysis underlying it was thorough, data-driven, and fully consistent with
recent presidential and Office of Management and Budget (OMB) mandates — Executive Order
13781, Comprehensive Plan for Reorganizing the Executive Branch (March 13, 2017), and OMB
Memorandum M-17-22, Comprehensive Plan for Reforming the Federal Government and
Reducing the Federal Civilian Workforce (April 12, 2017). In other words, I am convinced that
this plan will enhance and improve the FLRAs ability to carry out its mission and to do so in a
more efficient manner. It also is consistent with the following three realities.

First, there is the reality of declining caseloads. Since 2000, according to FLRA Congressional
Budget Justification submissions, our highest total annual intake of unfair labor practice (ULP)
charges — across all seven regions — was 6,167 in 2001. In 2017, our annual intake of ULP
charges was 3,655. Our highest total annual intake of representation (REP) petitions was 435 in
2000. In 2017, our annual intake of REP petitions was 208.

ULP Charges Filed REP Petitions Filed
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In the face of this indisputable data, it is hard to justify maintaining regional offices in seven
cities when, as I explain below with regard to technology, the FLRA’s work can be carried out
just as efficiently in fewer locations. In fact, to address declining caseloads in particular regions,
the Office of the General Counsel has been routinely transferring cases among the seven regions
for at least a decade to ensure parity in caseloads. In light of that fact, there is not — and there has
not been for many years — a guarantee that a case filed in Boston would be investigated by a
Boston agent.

Just as Congress said that the law we administer must be interpreted in a manner consistent with
the requirement of an effective and efficient Government, 5 U.S.C. § 7101(b), the FLRA, too,
must ensure that it is managing its operations in a way that is most effective and efficient for the
American taxpayer. I am convinced that this plan enhances our ability to carry out our mission
even more effectively.

Second, we and the federal labor-management-relations community are beneficiaries of
technological advancements that enable us to perform our mission much differently than in the
past. With the introduction of technological modernization, the majority of the FLRA’s
customers — and all of the FLRA’s staff — enjoy constant access to internet, email, cell phones,
and even video teleconferencing. As such, there is much less of a need for FLRA agents to
conduct on-site investigations. These technological advancements facilitate communication and
allow agents to build trust with our parties in ways that were impossible 40 — or even 20 — years
ago. They also facilitate the investigation of cases that are routinely transferred among the seven
regions as described above. Moreover, for more than a decade, the FLRA has also used
technology to provide to our customers training materials that are current and easily accessible
on the FLRA’s website. Our staff has therefore demonstrated that geographic distance does not
hinder their ability to provide top-notch customer service to your constituents. These
technological initiatives are in keeping with Congress’ and the past several Administrations’
intent to leverage technology to the maximum extent feasible.

Third, there is a fiscal reality. When 80 percent of the FLRA budget is personnel costs, and

10 percent is rent, there is little room for cost-cutting without looking at the staff reductions that
we would like to avoid. By planning ahead and reducing rental costs now without a reduction-
in-force, we are proactively managing resources and preserving our experienced staff. Our
employees are our greatest resource.

It seems that some confusing and inaccurate information has been conveyed about what our plan
does and does not do. I would like to set the record straight on a few key points and facts. Our
plan will result in a net reduction of only two Office of the General Counsel positions (from

62 to 60) — both of which are managerial, Senior Executive Service (SES) positions. These two
SES employees are being reassigned to two vacant SES positions in the Office of the General
Counsel and Authority headquarters. The number of agents available to perform investigative
work will actually increase, as one current GS-15 manager will begin performing investigative
work full-time, thereby enhancing our ability to address workplace unfair labor practices.
Through this process, we will have reduced our manager-to-employee ratio.
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Moreover, while it closes two physical offices, the plan directly reassigns every employee — a
total of 16 (4 managers, 10 attorneys, 1 administrative officer, and 1 legal assistant) — to
positions in the other five regions or at headquarters. No one loses their job. No one loses their
grade or step. And, through an agreement negotiated with our employee representative
organization on the impact and implementation of this move, we have ensured that employees
were given their preference of reassignment locations.

Thus, all 16 employees — attorneys, administrative staff, and managers — who currently work in
the Boston and Dallas offices have been offered their preferred positions in one of the other
regions or headquarters with paid relocation. Continuity on specific cases in Boston and Dallas
will not be lost. Further, by working hard to retain our current employees and by continuing to
have them provide training to the same customers, relationships with parties that have been
developed over the vears in those regions will remain intact,

In the end, these changes will enable us to continue to effectively serve our customers, but to do
so more efficiently and without a reduction in service.

With regard to your citation to Division E, Title VI, Section 740 of Public Law 115-141, the
Consolidated Appropriations Act, 2018, we respectfully disagree that this section applies to our
consolidation. Section 740 concerns attempts to use funds to “increase, eliminate, or reduce
funding for a program, project, or activity,” However, the consolidation plan does not increase,
eliminate, or reduce funding for any program, project, or activity because the Boston Regional
Office is not a program, project, or activity of the FLRA. Consistent with the Government
Accountability Office’s definition of “program, project, or activity,” the FLRA’s three activities
are the Authority, the Office of the General Counsel, and the Federal Service Impasses Panel.
See A Glossary of Terms Used in the Federal Budget Process,
https://www.gao.gov/new.items/d05734sp.pdf and the FLRA’s FY 2019 Congressional Budget
Justification, https://www.flra.gov/about/public-affairs. The Boston Regional Office is a
location where those activities are conducted. The amount that the FL.R A is using for these
activities remains the same as what we explained in our FY 2019 Congressional Budget
Justification; all that has changed is the location of those activities. Therefore, Section 740 does
not apply.

Just as importantly, the reorganization is not cutting any staff or reducing mission-related
funding in any way. The same people will be doing the same work in different locations. Thus,
the FLRA will be equally well positioned after the reorganization - with substantial annual cost
savings on rent and two SES salaries — to promote stable, constructive labor-management
relations through the resolution and prevention of labor disputes in a manner that determines the
respective rights of employees, agencies, and labor organizations in their relations with one
another.

As for working with our Appropriations Committees, I have personally briefed the Majority and
Minority Appropriations staff in both the Senate and the House on this plan. We also provided
formal notification of the plan to the leadership of those committees, consistent with

P.L. 115-141, Division E, Title VI, Section 608 guidelines, by letter dated March 26, 2018.
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Again, I appreciate your concerns and trust that I have addressed them. At the end of the day,
this regional-office consolidation is good government, and I welcome your support.

If you have any questions or require additional assistance, please do not hesitate to contact me or
Gina K. Grippando, Counsel for Regulatory and Public Affairs, at (202) 218-7776 or

goripp@flra.gov.

Sincerely,

Colleen Duffy Kiko
Chairman

7]
Q

The Honorable Ernest DuBester, Member

The Honorable James T. Abbott, Member

BILLING CODE 6727-01-C

II. Dissenting View of Member Ernie
DuBester

I strongly disagree with the decision to
close the FLRA’s Dallas Regional Office at the
end of this fiscal year and the Boston
Regional Office in November 2018. My
opposition to these regional office closures is
based in significant part on the perspective
gained during my extensive experience in
government.

In that respect, I have served over nine
years as a Member of the FLRA. For most of
2013, the first year of sequestration, I served
as the FLRA’s Chairman. I also had the
privilege of serving for eight years as the
Chairman (and Member) of another federal
labor-management relations agency—the
National Mediation Board. In these 17 years
of service, I have always been mindful of the
need for efficiencies that could improve
government performance. Similarly, I have
always tried to exercise leadership in a
fiscally responsible manner.

With those thoughts in mind, the decision
to close the Dallas and Boston Offices is
unjustified, unwarranted, and will
undermine the FLRA'’s ability to perform its
mission. Beyond my grave concerns about
this decision’s substantive impact, I also take
serious issue with the circumstances
surrounding the process by which this
decision was made and implemented.

The FLRA administers the labor-
management relations program for over two
million non-Postal, federal employees
worldwide, including civilians in the Armed
Forces. Until this decision, within its Office
of the General Counsel (OGC), the FLRA had
seven Regional Offices around the country,
including one at its Washington, DC
headquarters. These seven offices served the
entire country, and overseas locations where
federal employees work.

Ostensibly, the decision to close the Dallas
and Boston Offices is responsive to Executive
Order No. 13781, Comprehensive Plan for
Reorganizing the Executive Branch (March

13, 2017), and the Office of Management and
Budget (OMB) Memorandum M—-17-22 (April
12, 2017). These directives ask federal
agencies to consider organizational changes
that could be made to effect operational
savings. But it is evident that the purpose is
not simply to show a cost savings without
regard to an agency’s mission and its delivery
of services to stakeholders. To the contrary,
agencies are to implement changes that will
“dramatically improve effectiveness and
efficiency of government.”

The decision to close the Dallas and Boston
Offices fails this test. It was made without
thoughtful consideration of the FLRA’s
mission or the nature of its work to perform
that mission. And significantly, it ignores the
considerable sacrifices made by the FLRA
and its employees in recent years which have
already saved the government tens of
millions of dollars.

Concerning mission effectiveness, as the
attached letter to FLRA Chairman Kiko (May
1, 2018) from 13 U.S. Senators representing
a quarter of a million federal employees
currently served by the Boston Office
indicates, its closure will “place FLRA Staff
farther away from those who rely on their
services.” Indeed, federal agencies and
federal employees in the Northeast, all the
way to the tip of Maine, will have to come
to Washington, DC to address their rights and
responsibilities. And, as the Senators’ letter
indicates, the decision is being made without
Congressional oversight. Is this really the
direction that we want to go?

Analogous concerns apply to the Dallas
Office closure. With that closure, the FLRA
is closing the Regional Office located in the
state which has the second largest number of
federal employees outside of the Washington,
DC Metropolitan area. Considered in this
context alone, the decision defies logic.

This is especially true given that the
decision was made without any apparent
outreach to stakeholders. Any serious
consideration of the FLRA’s mission and its
delivery of services to the parties demands

that there be some kind of outreach BEFORE
such a decision was made.

Also ignored, as indicated, is that, for the
last 20 years, the FLRA has practiced fiscal
responsibility, saving the government tens of
millions of dollars. As the attached letter
from eight retired FLRA Regional Directors
(RDs) to the Chairman and Ranking Member
of the Senate Committee on Homeland
Security and Governmental Affairs states
(March 9, 2018), the FLRA has gone “far
beyond most agencies in reducing
operational costs and expenses.” [A
comparable letter was sent to the Chairman
and Ranking Member of the House Oversight
Committee].

There are many illustrations. For example,
from a recent high of 215 employees (FTEs)
in fiscal year (FY) 2000, the FLRA reduced
its workforce by over 45%, to 114 FTEs, by
FY 2009.

Since that time, the FLRA has
implemented many additional cost-saving
measures and efficiencies. This includes
reducing the size of its headquarters by about
12,000 square feet in FY 2014, eliminating an
entire floor. And, the FLRA similarly reduced
its space in five Regional Offices (Chicago,
Denver, San Francisco, as well as Dallas and
Boston).

In the last year, moreover, the FLRA has
eliminated at least 12 more FTEs, about 10%
of its already small workforce. Elimination of
the Dallas and Boston Offices will result in
a further reduction of FTEs. This means that,
since FY 2000, the FLRA will have
eliminated over 55% of its employees.

As the attached retired-RDs letter suggests,
after these repeated sacrifices, the severity of
this additional action to close Dallas and
Boston, without good reason, is demoralizing
and impairs the FLRA'’s ability to perform its
mission. It should be remembered that, in FY
2009, after the 45% reduction in employees,
the FLRA was ranked dead last (32nd of 32
similarly-sized agencies) in the Partnership
for Public Services “Best Places to Work”
rankings. But in recent years, at least until
last year, though implementing many cost-
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saving measures and innovative practices to
promote efficiencies, the FLRA has climbed
to a #1 ranking in most categories of the Best
Places to Work Rankings, and has ranked in
the top five overall for several years. With
elimination of the Dallas and Boston Offices,
it is questionable whether this will continue.

What a shame. Nobody knows better than
OMB (and Congress) the recent record of the
FLRA in saving the government significant
dollars. Sometimes, after such repeated
sacrifices, a small agency like the FLRA, with
a relatively modest budget, has become
“right-sized.” Before elimination of the
Dallas and Boston Offices, the FLRA was
already the optimal size to perform its
mission effectively and efficiently.

In addition to disregarding the FLRA’s
repeated fiscal sacrifices, the decision to
close Dallas and Boston fails to consider
thoughtfully the substantial mission-related
value of Regional Offices being located where
FLRA staff is more readily accessible to the
parties. Again, as the retired-RDs letter
suggests, this value has been ‘“demonstrated
again and again over the years.”

Certainly, a value is provided through
“[rlegularly scheduled regional training
presentations” which have become “an
established resource to both labor and
management representatives, many of whom
could not travel to Washington DC or other
distant cities.” In the last 10 years, the FLRA
has provided training to thousands of FLRA

stakeholders at Regional Office sites. And, by
facilitating opportunities for the parties to
meet and interact with Regional Office Staff,
the FLRA'’s credibility and effectiveness is
enhanced.

This is particularly true, and important,
regarding access to our RDs, who are FLRA
decision-makers. Access to, and interaction
with, RDs by the federal sector labor-
management community, not only builds
trust in the FLRA’s operations, but also
promotes early settlements which produce
real cost savings.

Apparently, the FLRA Members supporting
the closures do not believe that this value
still exists. Rather, it is suggested that
technology has changed the nature of
Regional Office work. In other words, it does
not matter where you are. As long as you
have a computer, a fax, and a telephone, you
can be on top of a mountain anywhere in the
U.S.A.

This suggestion is little more than a
fabrication. The FLRA is in the business of
labor-management relations. As is often said,
the often overlooked word in that phrase is
“relations.” Constructive relationships
require direct human interaction. And,
notwithstanding rapid advances in
technology, direct human interaction will
continue to be a vital element in building
constructive labor-management relationships
for the foreseeable future.

And, finally, in a related sense, now is the
worst time to downsize further a dispute-
resolution agency like the FLRA. While the
FLRA is a small agency, accomplishing its
mission, including timely, quality, and
impartial resolution of labor-management
disputes, is critical to promoting effective
and efficient performance at EVERY federal
agency under its jurisdiction. In other words,
the FLRA’s successful mission performance
has a positive rippling effect government-
wide.

Given the current effort to streamline
federal government agencies, there is very
likely to be an increase in the number of
grievances and labor-management disputes.
Viewed against this background, it is the
wrong time to cut further the size and
resources of a small dispute-resolution
agency like the FLRA—particularly given its
many sacrifices and practice of fiscal
responsibility in recent years.

Indeed, considering the adverse impact on
the FLRA'’s ability to perform its mission, the
significant loss of quality employees, and the
number of silent people who know better, the
decision to close the Dallas and Boston
Regional Offices is not just a shame—it is a
crying shame.

The Mind reels.

Ernie DuBester,
Member.
BILLING CODE 6727-01-P
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Anited States Senate

WASHINGTON, DC 20510

May 1. 2018

Chairman Colleen Duffy Kiko
Federal Labor Relations Authority
1400 K Street, NW

Washington, DC 20424

Dear Chairman Kiko:

As Senators representing the roughly 250,000 federal employees served by the Boston Regional
Office of the Federal Labor Relations Authority (FLLRA). we are writing to express our concern
over the announcement that the FLRA intends to close its regional offices in Dallas and Boston.

The FLRA is critical to safeguarding the rights of federal employees and ensures that they
receive due process under the Civil Service Reform Act. Through its adjudicatory and
prosecutorial roles, the FLRA resolves disputes over bargaining units, unfair labor practices, and
other matters important to federal employees. The Authority also trains union officers and
agency officials to ensure that they know their rights and responsibilities under the law. Critical
to this mission is the regional office structure of the FLRA. so that agency staff can build
relationships with parties across the country to fulfil the agency’s core mission.

Closing regional offices would place FLRA staff farther away from those who rely on their
services. Additional harm to the rights of federal employees would likely be compounded by
agency efforts to reduce funding for staff travel in order to conduct elections. representational
hearings, onsite Unfair Labor Practice (ULP) investigations, and other essential work.

In the FLRA’s Congressional Budget Justification for the President’s budget request for Fiscal
Year 2019, the FLRA proposed closing the Boston Regional Office. However, under the 2018
Consolidated Appropriations Act (the “*Omnibus™), that action is prohibited unless approved by
Congress following detailed reprogramming reporting by the agency. Specifically. we call your
attention to Section 740 of Public Law 115-141, which states:

None of the funds made available in this or any other appropriations Act may be used to
increase, eliminate, or reduce funding for a program. project, or activity as proposed in
the President’s budget request for a fiscal year until such proposed change is
subsequently enacted in an appropriation Act. or unless such change is made pursuant to
the reprogramming or transfer provisions of this or any other appropriations Act.

Congress demonstrated support for the current FLRA structure by appropriating level funding to
the agency for Fiscal Year 2018. With a two-year budget agreement now in place. federal
agencies should focus on delivering the most effective services for their constituencies rather
than harmful cuts that will reduce responsiveness.
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Therefore, we urge you to immediately cease all planning and execution of the announced office
closures and instead allow the Appropriations Committees to review and approve any plans for
reorganization, ensuring that such actions are the best use of taxpayer funds.

We ask that you immediately inform us of any decision to submit a reprogramming request
pursuant to Public Law 115-141.

Thank you for your attention to this matter. We look forward to working with you to protect to
the rights of federal employees in our states and across the country.

Sincerely,

Susan M. Collins

United States Senator United States Senator
Shéldon Whitchouse %ne Shaheen :
United States Senator United States Senator

Lofoorter  Moiord W /f

Bernard Sanders ichard Blumenthal
United States Senator United States Senator

e e M—%—& *
Elizabeth Warren Robert P. Casey, Jr.
United States Senator United States Senator

QT.

Thomas R. Carper
United States Senator

Angus S. Kigg, Jr.
United States Senator
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C ristopher A, Coons
United States Senator

# United States Senator

cel
Member James T. Abbott
Member Ernest DuBester

“wwﬂ‘j}

Christopher S. Murphj -
United States Senator
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March 9, 2018
The Honorable Ronald H. Johnson The Honorable Claire C. McCaskill
Chairman, Senate Committee on Ranking Member, Senate Committee on
Homeland Security and Governmental Homeland Security and Governmental
Affairs Affairs
SD-340, Dirksen Senate Office Building SH-503, Hart Senate Office Building
Washington, D.C. 20510 Washington, DC 20510

Dear Chairman Johnson and Ranking Member McCaskill:

By way of introduction, all of the individuals named below are former career members of the
United States Senior Executive Service, who retired after more than 200 combined years of
civilian service with the Federal Government. We each have served for extended periods as
Regional Directors of the Federal Labor Relations Authority (FLRA), under both Democratic
and Republican administrations, and now join together to bring to your attention what we
deem to be a matter of the greatest importance to the federal sector labor-management
relations community.

It has come to our attention that the FLRA senior management has recommended the closure
of two (2) of its Regional Offices (Boston and Dallas) in its recent FY 2019 budget
submission to the Office of Management and Budget (OMB). For the reasons set forth below,
we believe this decision, if accepted, will adversely affect not only the efficient performance
of that agency’s mission, but will also negatively impact the very significant progress which
has been made in recent years to reduce reliance on confrontational labor relations in the
federal sector, while also encouraging alternative methods of dispute resolution.

The FLRA was created by act of Congress in 1978 and charged with the enforcement of the
Federal Service Labor-Management Relations Statute (Statute) as applied to Federal
Government Agencies and more than two million civilian federal employees, with specified
statutory exemptions. This represented the first statutory recognition of collective bargaining
in the federal sector, which had formerly been governed by Executive Orders beginning with
President John F. Kennedy. Disputes arising under the Executive Orders had been
investigated and processed by the Department of Labor (DOL), Labor-Management Services
Administration.

At the outset, the FLRA regional structure was streamlined from that of its DOL predecessor,
by not absorbing or quickly closing regional locations in Buffalo, Newark and Seattle. This
left a new field structure consisting of nine (9) Regional Offices in Boston, New York,
Washington D.C., Atlanta, Kansas City (later moved to Denver), Chicago, Dallas, Los
Angeles and San Francisco (and two (2) sub-offices in Cleveland and Philadelphia) charged
with investigating several thousand pending cases transferred from DOL to FLRA at the
transition, as well as all new cases being filed under the Statute. In 1981, FLRA, along with
other Federal Agencies, experienced a mandated Reduction in Force, which while reducing
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staff, left the regional office structure unchanged. However, in 1990, the number of Regional
Offices was reduced from nine (9) to seven (7), initially reducing both the Los Angeles and
New York Regions to sub-office status, and, in later years, eliminating both of those offices in
addition to the Cleveland and Philadelphia sub-offices. All of the noted staff and
organizational reductions were carried out in furtherance of various budgetary and fiscal
cutbacks.

The value of Regional Offices in locations where FLRA staff was accessible to the parties was
demonstrated again and again over the years. Regularly scheduled regional training
presentations became an established resource to both labor and management representatives,
many of whom could not travel to Washington or other distant sites. Feedback surveys
prepared by attendees immediately after each regional training program clearly demonstrated
that the parties valued these opportunities to meet and interact with regional staff and gain a
clearer understanding of the investigative process. Moreover, having regional offices located
closer to the actual work sites allowed FLRA agents to develop working relationships with the
labor and management community, facilitating communication and trust during the
investigative process. Despite having to limit field travel at various times due to repeated
travel budget constraints, there is no doubt that regular, onsite investigations had been the
norm and was viewed as the best practice for achieving more accurate and complete results.
This is especially true for rank and file employees, with very limited knowledge of the Statute
and legal process, who would be understandably reluctant to speak openly with FLRA
personnel who were simply an unseen voice on the telephone. When used, this alternate
process was not in furtherance of efficient and effective government, but was strictly a
consequence of resource limitations. To eliminate two of the Regional Offices as now
proposed, would further reduce the credibility and effectiveness of the FLRA.

Essentially, FLRA went far beyond most agencies in reducing operational costs and expenses.
In FY 2000, FLRA had 215 FTE’s; by FY 2009, the number of FTE’s was 114, a 45%
reduction. In FY 2017, FLRA reduced staffing by another 12 positions, 10% of its staffing
level at that time. Further, in FY 2014, FLRA reduced space in several regional offices and
surrendered 12,000 square feet (1 entire floor) in its headquarters office.

Despite these repeated sacrifices, the staff of the FLRA continued its total commitment to
carrying out the agency’s mission. Employee feedback made clear that they believed strongly
in their work to improve the collective bargaining climate in federal sector. But there were
impacts. In the FY 2009, Partnership For Public Service “Best Places to Work™ survey, FLRA
ranked last (32 of 32) among similar-sized agencies. In no small part due to genuine internal
policy shifts and pro-active outreach to both labor and management, the survey results for the
past three (3) fiscal years now showed FLRA ranking first in many categories and in the top
five of similar-sized agencies.

There has been no FLRA General Counsel since January of 2017. While the Deputy General
Counsel was initially able to carry on some functions in an acting capacity, even that ended in
November of 2017 pursuant to requirements of the Vacancies Act. In the absence of a General
Counsel, no Complaints may issue despite administrative determinations by Regional
Directors that violations are present. Parties are well aware of this inability, now entering its
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fifth month, and case filings have significantly declined throughout the country accordingly. It
is in this environment that the current FLRA leadership has recommended the closure of two
(2) of its seven (7) Regional Offices.

In July 2017, OMB issued guidance to federal agencies on the preparation of their FY 2019
budget requests, to include areas where organizational changes could be made to effect
operational savings. It is clear however, that this guidance was not to simply show a savings
in dollars without regard to the mission of each agency and delivery of services to its
stakeholders. Rather, the instruction was to implement change that has the potential to
“dramatically improve effectiveness and efficiency of government.” The closing of the Dallas
and Boston Regional Offices will reduce the number of Regional Offices by 29% and
adversely affect 17 persons working in those offices. Moreover, this is being done in the
absence of a General Counsel whose role it is to oversee regional operations. This will have a
predictable negative impact on national staff morale (after working so hard to rise from its
dismal standing in FY 2009). The closures would further limit face-to-face communication
with parties and further move toward an undesirable teleservice center approach to collective
bargaining in the federal sector. It is noted in this regard that more than 445,000 members of
the Federal civilian workforce now reside in the geographic jurisdictions of the Dallas and
Boston Regions.

In our view, this is serious error and should not be approved.

Sincerely,
Gerald Cole (San Francisco)
Edward Davidson (Boston)
Matthew Jarvinen (Denver)
Jean Perata (San Francisco)
Jame; Petrucci (Dallas/New York)
Marjorie Thompson (Denver)

Richard Zaiger (Boston)

Barbara Kraft (Washington, DC)

[FR Doc. 2018-19929 Filed 9-12—18; 8:45 am]|
BILLING CODE 6727-01-C
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DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2018-0493; Product
Identifier 2017-NM-141-AD; Amendment
39-19389; AD 2018-18—10]

RIN 2120-AA64

Airworthiness Directives; Airbus
Defense and Space S.A. (Formerly
Known as Construcciones
Aeronauticas, S.A.) Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for all
Airbus Defense and Space S.A. Model
CN-235, CN-235-100, CN-235-200,
CN-235-300, and G-295 airplanes. This
AD was prompted by reports that cracks
were found on the door mechanism
actuator shaft assemblies of the nose
landing gear (NLG). This AD requires
repetitive inspections of the NLG door
mechanism actuator shaft assemblies
having certain part numbers, and
corrective actions if necessary. This AD
would also provide an optional
terminating action for the repetitive
inspections for Model CN-235, CN—
235-100, CN-235-200, and CN-235—
300 airplanes. We are issuing this AD to
address the unsafe condition on these
products.

DATES: This AD is effective October 18,
2018.

The Director of the Federal Register
approved the incorporation by reference
of certain publications listed in this AD
as of October 18, 2018.

ADDRESSES: For service information
identified in this final rule, contact
Airbus Defense and Space Services/
Engineering Support, Avenida de
Aragon 404, 28022 Madrid, Spain;
telephone +34 91 585 55 84; fax +34 91
585 31 27; email
MTA.TechnicalService@airbus.com.
You may view this service information
at the FAA, Transport Standards
Branch, 2200 South 216th St., Des
Moines, WA. For information on the
availability of this material at the FAA,
call 206-231-3195. It is also available
on the internet at http://
www.regulations.gov by searching for
and locating Docket No. FAA-2018—
0493.

Examining the AD Docket

You may examine the AD docket on
the internet at http://

www.regulations.gov by searching for
and locating Docket No. FAA-2018—
0493; or in person at Docket Operations
between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.
The AD docket contains this final rule,
the regulatory evaluation, any
comments received, and other
information. The address for Docket
Operations (phone: 800-647-5527) is
U.S. Department of Transportation,
Docket Operations, M—30, West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue SE,
Washington, DC 20590.

FOR FURTHER INFORMATION CONTACT:
Shahram Daneshmandi, Aerospace
Engineer, International Section,
Transport Standards Branch, FAA, 2200
South 216th St., Des Moines, WA 98198;
telephone and fax 206-231-3220.

SUPPLEMENTARY INFORMATION:
Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 by adding an AD that would
apply to all Airbus Defense and Space
S.A. Model CN-235, CN-235-100, CN—
235-200, CN-235-300, and C-295
airplanes. The NPRM published in the
Federal Register on June 4, 2018 (83 FR
25587). The NPRM was prompted by
reports that cracks were found on the
door mechanism actuator shaft
assemblies of the NLG. The NPRM
proposed to require repetitive
inspections of the NLG door mechanism
actuator shaft assemblies having certain
part numbers, and corrective actions if
necessary. The NPRM also proposed to
provide an optional terminating action
for the repetitive inspections for Model
CN-235, CN-235-100, CN-235-200,
and CN-235-300 airplanes. We are
issuing this AD to address such
cracking, which could lead to an in-
flight NLG door opening and possibly
result in detachment of the affected
door, and consequent damage to, or
reduced control of the airplane.

The European Aviation Safety Agency
(EASA), which is the Technical Agent
for the Member States of the European
Union, has issued EASA AD 2017-0181,
dated September 18, 2017 (referred to
after this as the Mandatory Continuing
Airworthiness Information, or “‘the
MCATI”), to correct an unsafe condition
for all Airbus Defense and Space S.A.
Model CN-235, CN-235-100, CN-235—
200, CN-235-300, and C-295 airplanes.
The MCALI states:

Cracks were reportedly found on nose
landing gear (NLG) door actuator shaft
assemblies on CN-235 aeroplanes. The
subsequent design review determined that
combined or multiple rupture of the affected

shaft assembly could occur, without this
being signalised to the flight crew.

This condition, if not detected and
corrected, could lead to an in-flight NLG door
opening, possibly resulting in detachment of
the affected door, with consequent damage
to, or reduced control of, the aeroplane and
injury to persons on the ground.

To address this unsafe condition, Airbus
Defence & Space (D&S) issued Alert
Operators Transmissions AOT-CN235-32—
0001 Revision (Rev.) 2 and AOT-C295-32—
0001 Rev. 2 to provide inspection
instructions.

For the reasons described above, this
[EASA] AD requires repetitive detailed (DET)
or special detailed [rototest] inspections of
the NLG door actuator shaft assembly, as
applicable, and, depending on findings,
corrective actions [including replacement of
any cracked component, or cracked NLG
door mechanism actuator shaft assembly
with a serviceable part]. This [EASA] AD also
introduces a modification for CN-235
aeroplanes as (optional) terminating action
for the repetitive inspections as required by
this [EASA] AD.

You may examine the MCAI in the
AD docket on the internet at http://
www.regulations.gov by searching for
and locating Docket No. FAA-2018—
0493.

Comments

We gave the public the opportunity to
participate in developing this final rule.
We received no comments on the NPRM
or on the determination of the cost to
the public.

Conclusion

We reviewed the relevant data and
determined that air safety and the
public interest require adopting this
final rule as proposed, except for minor
editorial changes. We have determined
that these minor changes:

e Are consistent with the intent that
was proposed in the NPRM for
addressing the unsafe condition; and

¢ Do not add any additional burden
upon the public than was already
proposed in the NPRM.

Related Service Information Under 1
CFR Part 51

Airbus Defence and Space has issued
Alert Operators Transmission (AOT)
AOT-CN235-32—-0001, Revision 2,
dated October 26, 2016; and AOT AOT-
C295-32-0001, Revision 2, dated
October 26, 2016. This service
information describes procedures for
inspections for cracking of the door
mechanism actuator shaft assemblies of
the NLG, and corrective actions. These
documents are distinct since they apply
to different airplane models.

Airbus Defence and Space has also
issued Service Bulletin SB—235-32—
0031C, dated September 22, 2016. This
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service information describes
procedures for modification of the NLG
door latching mechanism.

This service information is reasonably
available because the interested parties

have access to it through their normal
course of business or by the means
identified in the ADDRESSES section.

ESTIMATED COSTS

Costs of Compliance

We estimate that this AD affects 14
airplanes of U.S. registry.

We estimate the following costs to
comply with this AD:

Action Labor cost

Parts cost

Cost per product

Cost on U.S. operators

Inspections

21 work-hours x $85 per hour =
$1,785 per inspection cycle.

$0

$1,785 per inspection cycle

$24,990 per inspection cycle.

OPTIONAL TERMINATING ACTION

. Cost per
Action Labor cost Parts cost product
Modification for Model CN-235 airplanes .........c.......... 10 work-hours x $85 per hour = $850 ........ccceverneenee. $33,626 $34,476

We estimate the following costs to do
any necessary replacements that would

be required based on the results of the
inspections. We have no way of

ON-CONDITION COSTS

determining the number of aircraft that
might need these replacements:

. Cost per
Action Labor cost Parts cost product
RePIaCeMENt ......ceeieiieeieeee e 14 work-hours x $85 per hour = $1,190 ......ccevveneee. $18,720 $19,910

Authority for This Rulemaking

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

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

This AD is issued in accordance with
authority delegated by the Executive
Director, Aircraft Certification Service,
as authorized by FAA Order 8000.51C.
In accordance with that order, issuance
of ADs is normally a function of the
Compliance and Airworthiness
Division, but during this transition
period, the Executive Director has
delegated the authority to issue ADs
applicable to transport category
airplanes and associated appliances to

the Director of the System Oversight
Division.
Regulatory Findings

This AD will not have federalism
implications under Executive Order
13132. This AD will not have a
substantial direct effect on the States, on
the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.

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

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

(2) Is not a “significant rule” under
the DOT Regulatory Policies and
Procedures (44 FR 11034, February 26,
1979),

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

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

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

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

the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new airworthiness
directive (AD):

2018-18-10 Airbus Defense and Space S.A.
(Formerly Known as Construcciones
Aeronauticas, S.A.): Amendment 39—
19389; Docket No. FAA-2018-0493;
Product Identifier 2017-NM-141-AD.

(a) Effective Date
This AD is effective October 18, 2018.

(b) Affected ADs

None.
(c) Applicability

This AD applies to the Airbus Defense and
Space S.A. airplanes identified in paragraphs
(c)(1) and (c)(2) of this AD, certificated in any
category, all manufacturer serial numbers.

(1) Model CN-235, CN-235-100, CN-235—
200, and CN-235-300 airplanes.

(2) Model C-295 airplanes.

(d) Subject

Air Transport Association (ATA) of
America Code 52, Doors.
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(e) Reason

This AD was prompted by reports that
cracks were found on the door mechanism
actuator shaft assemblies of the nose landing
gear (NLG). We are issuing this AD to address
such cracking, which could lead to an in-
flight NLG door opening and possibly result
in detachment of the affected door, and
consequent damage to, or reduced control of
the airplane.

(f) Compliance

Comply with this AD within the
compliance times specified, unless already
done.

(g) Definition of Affected NLG Door
Mechanism Actuator Shaft Assembly

For the purpose of this AD, an affected
NLG door mechanism actuator shaft
assembly has part number (P/N) 35-42311—
00 or P/N 95-42315-00, depending on
airplane model.

(h) Detailed and Rototest Inspections

(1) For any affected NLG door mechanism
actuator shaft assembly: Before exceeding
600 flight hours accumulated by any NLG
door mechanism lever or cam since new, or
within 60 flight hours after the effective date
of this AD, whichever occurs later, on the
NLG door mechanism actuator shaft

assembly with the NLG actuator shaft
installed, do a detailed inspection for
cracking of all installed NLG door
mechanism levers and cams, in accordance
with the instructions in Airbus Defence and
Space Alert Operators Transmission (AOT)
AQOT-CN235-32-0001, Revision 2, dated
October 26, 2016; or AOT AOT-C295-32—
0001, Revision 2, dated October 26, 2016; as
applicable. Repeat the inspection thereafter
at intervals not to exceed those specified in
figure 1 to paragraph (h)(1) of this AD,
depending on the findings or corrective
actions completed, as specified in paragraphs
(1)(1) and (i)(2) of this AD, after the previous
inspection.

FIGURE 1 TO PARAGRAPH (h)(1) OF THIS AD—REPETITIVE INSPECTION INTERVALS

Findings/Corrective action completed

(after the previous inspection)

Interval
(flight hours)

NLG door vibration observed (during previous flights)
[N To TR 19 To [T T =PSSO UPRUPROPRPPR
Damaged COMPONENES FEPIACEM ........ooouiiiiiiiii ettt ettt et e e be e bt e b e e e bt e sae e et e e eab e e e b e e sabeeeae e e bt e sbneeabeesanesreeaas
NLG door actuator shaft assembly replaced by new assembly

150
300
300
600

(2) For any affected NLG door mechanism
actuator shaft assembly: Before exceeding
1,800 flight hours accumulated by the NLG
door shaft of the NLG door mechanism
actuator shaft assembly since new, or within
60 flight hours after the effective date of this
AD, whichever occurs later, do a rototest or
detailed inspection of the NLG door actuator
shaft, in accordance with the instructions in
Airbus Defence and Space AOT AOT-
CN235-32-0001, Revision 2, dated October
26, 2016; or AOT AOT-C295-32-0001,
Revision 2, dated October 26, 2016; as
applicable. Repeat the rototest or detailed
inspection thereafter at intervals not to
exceed those specified in figure 2 to
paragraph (h)(2) of this AD, depending on the
inspection method used during the most
recent inspection.

FIGURE 2 TO PARAGRAPH (h)(2) OF
THIS AD—REPETITIVE INSPECTION
INTERVALS

Interval

Inspection method (flight hours)

900
600

Rototest
Detailed .........ccoovveeeeeeennnns

(i) Corrective Actions

(1) During any detailed inspection required
by paragraph (h)(1) of this AD, if any crack
with a length of 18 millimeters (mm) (0.709
inches) or more is found, or if there is more
than one crack with a length of less than 18
mm (0.709 inch) found, before further flight,
replace the cracked component, or replace
the NLG door mechanism actuator shaft
assembly with a serviceable part, in
accordance with the instructions of Airbus
Defence and Space AOT AOT-CN235-32—
0001, Revision 2, dated October 26, 2016; or
AOT AOT-C295-32-0001, Revision 2, dated
October 26, 2016; as applicable.

(2) During any detailed inspection required
by paragraph (h)(1) of this AD, if a single
crack with a length of less than 18 mm (0.709
inch) is found, within 5 flight cycles after the
detailed inspection when the crack was
found, replace any cracked component, or
replace the NLG door mechanism actuator
shaft assembly with a serviceable part, in
accordance with the instructions of Airbus
Defence and Space AOT AOT-CN235-32—
0001, Revision 2, dated October 26, 2016; or
AOT AOT-C295-32-0001, Revision 2, dated
October 26, 2016; as applicable.

(3) During any detailed or rototest
inspection required by paragraph (h)(2) of
this AD, if any crack is found, before further
flight, replace the NLG door mechanism
actuator shaft with a serviceable part, in
accordance with the instructions of Airbus
Defence and Space AOT AOT-CN235-32—
0001, Revision 2, dated October 26, 2016; or
AOT AOT-C295-32—-0001, Revision 2, dated
October 26, 2016; as applicable.

(j) Replacement Not Terminating Action

Accomplishment of any corrective action
on an airplane, as required by paragraph
(1)(1), (1)(2), or (i)(3) of this AD, as applicable,
is not terminating action for the repetitive
detailed or rototest inspections required by
paragraphs (h)(1) and (h)(2) of this AD, for
that airplane.

(k) Optional Terminating Action

For Model CN-235, CN-235-100, CN—235—
200, and CN-235-300 airplanes:
Modification of the NLG door latching
mechanism, in accordance with the
Accomplishment Instructions of Airbus
Defence and Space Service Bulletin SB—235—
32-0031C, dated September 22, 2016, is
terminating action for the repetitive
inspections required by paragraphs (h)(1) and
(h)(2) of this AD, for that airplane.

(1) Parts Installation Limitation

As of the effective date of this AD,
installation of an NLG door mechanism

actuator shaft assembly having P/N 35—
42311-00 or P/N 95-42315-00, or any of its
components, is allowed, provided that the
part is new; or provided that the assembly or
the components, as applicable, has passed an
inspection; in accordance with the
instructions of Airbus Space and Defence
AOT AOT-CN235-32-0001, Revision 2,
dated October 26, 2016; or AOT AOT-C295—
32—0001, Revision 2, dated October 26, 2016;
as applicable.
(m) Reporting Not Required

Although Airbus Space and Defence AOT
AOT-CN235-32-0001, Revision 2, dated
October 26, 2016; and AOT AOT-C295-32—
0001, Revision 2, dated October 26, 2016;
both specify to submit certain information to
the manufacturer, this AD does not include
that requirement.

(n) Credit for Previous Actions

This paragraph provides credit for the
initial inspection required by paragraph
(h)(1) and (h)(2) of this AD, and the
corrective actions required by paragraphs
(i)(1), ()(2), and (i)(3) of this AD, if those
actions were performed before the effective
date of this AD using the applicable service
information identified in paragraphs (n)(1)
through (n)(4) of this AD.

(1) Airbus Space and Defence AOT AOT—
CN235-32-0001, dated September 29, 2015.

(2) Airbus Space and Defence AOT AOT-
CN235-32-0001, Revision 1, dated February
19, 2016.

(3) Airbus Space and Defence AOT AOT-
C295-32-0001, dated September 29, 2015.

(4) Airbus Space and Defence AOT AOT—
C295-32-0001, Revision 1, dated February
19, 2016.

(o) Other FAA AD Provisions

The following provisions also apply to this
AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, International
Section, Transport Standards Branch, FAA,
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has the authority to approve AMOG:s for this
AD, if requested using the procedures found
in 14 CFR 39.19. In accordance with 14 CFR
39.19, send your request to your principal
inspector or local Flight Standards District
Office, as appropriate. If sending information
directly to the International Section, send it
to the attention of the person identified in
paragraph (p)(2) of this AD. Information may
be emailed to: 9-ANM-116-AMOC-
REQUESTS@faa.gov. Before using any
approved AMOC, notify your appropriate
principal inspector, or lacking a principal
inspector, the manager of the local flight
standards district office/certificate holding
district office.

(2) Contacting the Manufacturer: For any
requirement in this AD to obtain corrective
actions from a manufacturer, the action must
be accomplished using a method approved
by the Manager, International Section,
Transport Standards Branch, FAA; or the
European Aviation Safety Agency (EASA); or
Airbus Defense and Space S.A.’s EASA
Design Organization Approval (DOA). If
approved by the DOA, the approval must
include the DOA-authorized signature.

(p) Related Information

(1) Refer to Mandatory Continuing
Airworthiness Information (MCAI) EASA AD
2017-0181, dated September 18, 2017, for
related information, for related information.
This MCAI may be found in the AD docket
on the internet at http://www.regulations.gov
by searching for and locating Docket No.
FAA-2018-0493.

(2) For more information about this AD,
contact Shahram Daneshmandi, Aerospace
Engineer, International Section, Transport
Standards Branch, FAA, 2200 South 216th
St., Des Moines, WA 98198; telephone and
fax 206-231-3220.

(3) Service information identified in this
AD that is not incorporated by reference is
available at the addresses specified in
paragraphs (q)(3) and (q)(4) of this AD.

(q) Material Incorporated by Reference

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

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

(i) Airbus Defence and Space AOT AOT—
CN235-32—-0001, Revision 2, dated October
26, 2016.

(ii) Airbus Defence and Space AOT AOT-
C295-32-0001, Revision 2, dated October 26,
2016.

(iii) Airbus Defence and Space Service
Bulletin SB-235-32—-0031C, dated September
22, 2016.

(3) For service information identified in
this AD, contact Airbus Defense and Space
Services/Engineering Support, Avenida de
Aragdn 404, 28022 Madrid, Spain; telephone
+34 91 585 55 84; fax +34 91 585 31 27; email
MTA.TechnicalService@airbus.com.

(4) You may view this service information
at the FAA, Transport Standards Branch,
2200 South 216th St., Des Moines, WA. For
information on the availability of this
material at the FAA, call 206-231-3195.

(5) You may view this service information
that is incorporated by reference at the
National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA, call
202-741-6030, or go to: http://
www.archives.gov/federal-register/cfr/ibr-
locations.html.

Issued in Des Moines, Washington, on
August 23, 2018.
James Cashdollar,

Acting Director, System Oversight Division,
Aircraft Certification Service.

[FR Doc. 2018-19183 Filed 9-12—18; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2018-0506; Product
Identifier 2018—NM-045-AD; Amendment
39-19378; AD 2018-17-24]

RIN 2120-AA64

Airworthiness Directives; Airbus SAS
Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for certain
Airbus SAS Model A350-941 airplanes.
This AD was prompted by the discovery
of inadequate corrosion protection in
certain areas of the horizontal stabilizer
and the rear fuselage cone structure.
This AD requires application of sealant
and protective treatment on the affected
areas of the horizontal stabilizer and the
rear fuselage cone structure and, for
certain airplanes, modification of the
trimmable horizontal stabilizer (THS)
torsion box and re-identification of the
elevator. We are issuing this AD to
address the unsafe condition on these
products.

DATES: This AD is effective October 18,
2018.

The Director of the Federal Register
approved the incorporation by reference
of certain publications listed in this AD
as of October 18, 2018.

ADDRESSES: For service information
identified in this final rule, contact
Airbus SAS, Airworthiness Office—
EAL, Rond-Point Emile Dewoitine No:
2, 31700 Blagnac Cedex, France;
telephone +33 5 61 93 36 96; fax +33 5
61 93 45 80; email continued-
airworthiness.a350@airbus.com;
internet http://www.airbus.com. You
may view this service information at the

FAA, Transport Standards Branch, 2200
South 216th St., Des Moines, WA. For
information on the availability of this
material at the FAA, call 206-231-3195.
It is also available on the internet at
http://www.regulations.gov by searching
for and locating Docket No. FAA-2018—
0506.

Examining the AD Docket

You may examine the AD docket on
the internet at http://
www.regulations.gov by searching for
and locating Docket No. FAA-2018—
0506; or in person at Docket Operations
between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.
The AD docket contains this final rule,
the regulatory evaluation, any
comments received, and other
information. The address for Docket
Operations (phone: 800-647-5527) is
Docket Operations, U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue SE,
Washington, DC 20590.

FOR FURTHER INFORMATION CONTACT:
Kathleen Arrigotti, Aerospace Engineer,
International Section, Transport
Standards Branch, FAA, 2200 South
216th St., Des Moines, WA 98198;
telephone and fax 206-231-3218.

SUPPLEMENTARY INFORMATION:
Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 by adding an AD that would
apply to certain Airbus SAS Model
A350-941 airplanes. The NPRM
published in the Federal Register on
June 11, 2018 (83 FR 26882). The NPRM
was prompted by the discovery of
inadequate corrosion protection in
certain areas of the horizontal stabilizer
and the rear fuselage cone structure. The
NPRM proposed to require application
of sealant and protective treatment on
the affected areas of the horizontal
stabilizer and the rear fuselage cone
structure and, for certain airplanes,
modification of the THS torsion box and
re-identification of the elevator.

We are issuing this AD to address
reduced structural integrity of the
horizontal stabilizer and the rear
fuselage cone structure.

The European Aviation Safety Agency
(EASA), which is the Technical Agent
for the Member States of the European
Union, has issued EASA AD 2018-0036,
dated February 7, 2018 (referred to after
this as the Mandatory Continuing
Airworthiness Information, or ‘“‘the
MCAT”’), to correct an unsafe condition
for certain Airbus SAS Model A350-941
airplanes. The MCAI states:
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In some areas of the Horizontal Tail Plane
(HTP) [horizontal stabilizer] and fuselage
Section (S) 19 [rear fuselage cone structure],
the interfay sealant for multimaterial joints
(hybrid joints) was only applied on the
surface in direct contact with aluminium
parts and not between all surfaces of the joint
parts. This situation does not ensure full
barrier properties. To avoid any risk of water
ingress in multi-material-stacks involving
aluminium, it is necessary to apply interfay
sealant between all assembled parts, even
between parts made of corrosion resistant
material. This ensures a double barrier in the
joint and prevents subsequent potential
galvanic corrosion on the aluminum holes on
top of the single barrier already applied in
aluminium parts.

This condition, if not corrected, could
reduce the structural integrity of the HTP and
fuselage at S19.

To address this unsafe condition, Airbus
developed production mod [Modification]
106695 for fuselage at S19 and mod 107824
for HTP to improve protection against
corrosion, and issued [Airbus] SB [Service
Bulletin] A350-53-P029 (Airbus mod
110281) and [Airbus] SB A350-55-P003
(Airbus mod 107877 and mod 108494) to
provide modification instructions for in-
service pre-mod aeroplanes.

For the reasons described above, this
[EASA] AD requires application of sealant
and protective treatment on the affected areas

of the HTP and fuselage at S19 and, for
certain aeroplanes, modification of the
trimmable horizontal stabilizer (THS) torsion
box [and re-identification of the elevator].

You may examine the MCAI in the
AD docket on the internet at http://
www.regulations.gov by searching for
and locating Docket No. FAA-2018—
0506.

Comments

We gave the public the opportunity to
participate in developing this final rule.
We received no comments on the NPRM
or on the determination of the cost to
the public.

Conclusion

We reviewed the relevant data and
determined that air safety and the
public interest require adopting this
final rule as proposed, except for minor
editorial changes. We have determined
that these minor changes:

e Are consistent with the intent that
was proposed in the NPRM for
addressing the unsafe condition; and

¢ Do not add any additional burden
upon the public than was already
proposed in the NPRM.

Related Service Information Under 1
CFR Part 51

Airbus SAS has issued Service
Bulletin A350-53-P029, dated
November 17, 2017. This service
information describes procedures to
apply sealant and protective treatment
on the affected areas of the rear fuselage
cone structure.

Airbus SAS has issued Service
Bulletin A350-55-P003, dated
November 6, 2017. This service
information describes procedures to
apply sealant and protective treatment
on the affected areas of the horizontal
stabilizer, modify the THS torsion box
in zone 330 and 340, and re-identify the
elevator in zone 335 and 345.

This service information is reasonably
available because the interested parties
have access to it through their normal
course of business or by the means
identified in the ADDRESSES section.

Costs of Compliance

We estimate that this AD affects 6
airplanes of U.S. registry.

We estimate the following costs to
comply with this AD:

ESTIMATED COSTS FOR REQUIRED ACTIONS

Cost on U.S.
Labor cost Parts cost Cost per product operators
Up to 57 work-hours x $85 per hour = $4,845 ............... Unavailable ........ccccevveeene Up to $4,845 ......cccevveeeene Up to $29,070.

According to the manufacturer, some
or all of the costs of this AD may be
covered under warranty, thereby
reducing the cost impact on affected
individuals. We do not control warranty
coverage for affected individuals. As a
result, we have included all known
costs in our cost estimate.

Authority for This Rulemaking

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

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

that is likely to exist or develop on
products identified in this rulemaking
action.

This AD is issued in accordance with
authority delegated by the Executive
Director, Aircraft Certification Service,
as authorized by FAA Order 8000.51C.
In accordance with that order, issuance
of ADs is normally a function of the
Compliance and Airworthiness
Division, but during this transition
period, the Executive Director has
delegated the authority to issue ADs
applicable to transport category
airplanes and associated appliances to
the Director of the System Oversight
Division.

Regulatory Findings

This AD will not have federalism
implications under Executive Order
13132. This AD will not have a
substantial direct effect on the States, on
the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.

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

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

(2) Is not a “significant rule” under
the DOT Regulatory Policies and
Procedures (44 FR 11034, February 26,
1979),

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

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

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:
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Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new airworthiness
directive (AD):

2018-17-24 Airbus SAS: Amendment 39—
19378; Docket No. FAA—-2018-0506;
Product Identifier 2018—NM—-045—AD.

(a) Effective Date
This AD is effective October 18, 2018.

(b) Affected ADs

None.
(c) Applicability

This AD applies to Airbus SAS Model
A350-941 airplanes certificated in any
category, all manufacturer serial numbers,
except those on which Airbus Modification
106695 (or retrofit Modification 110281) and
Modification 107824 (or retrofit Modification
107877 and retrofit Modification 108494)
have been embodied in production.

(d) Subject

Air Transport Association (ATA) of
America Code 53, Fuselage; 55, Stabilizers.

(e) Reason

This AD was prompted by the discovery of
inadequate corrosion protection in certain
areas of the horizontal stabilizer and the rear
fuselage cone structure. We are issuing this
AD to prevent reduced structural integrity of
the horizontal stabilizer and the rear fuselage
cone structure.

(f) Compliance

Comply with this AD within the
compliance times specified, unless already
done.

(g) Definitions

(1) For the purpose of this AD, Group 1
airplanes are those with manufacturer serial
numbers (MSNs) listed in Section 1.A.,
“Applicability” of Airbus Service Bulletin
A350-53-P029, dated November 17, 2017.

(2) For the purpose of this AD, Group 2
airplanes are those with MSNs listed in
Section 1.A., “Applicability” of Airbus
Service Bulletin A350-55-P003, dated
November 6, 2017.

(h) Modification

(1) For Group 1 airplanes: Before exceeding
36 months since the date of issuance of the
original standard airworthiness certificate or
date of issuance of the original export
certificate of airworthiness, or within 90 days
after the effective date of this AD, whichever
occurs later, apply sealant and protective
treatment on the affected areas of the rear
fuselage cone structure, as defined in, and in
accordance with the Accomplishment
Instructions of Airbus Service Bulletin A350—
53-P029, dated November 17, 2017.

(2) For Group 2 airplanes: Before exceeding
36 months since the date of issuance of the
original standard airworthiness certificate or
date of issuance of the original export
certificate of airworthiness, or within 90 days
after the effective date of this AD, whichever
occurs later, accomplish concurrently the

actions specified in paragraphs (h)(2)(i) and
(h)(2)(ii) of this AD, in accordance with the
Accomplishment Instructions of Airbus
Service Bulletin A350-55-P003, dated
November 6, 2017.

(i) Apply sealant and protective treatment
on the affected areas of the horizontal
stabilizer, as defined in Airbus Service
Bulletin A350-55-P003, dated November 6,
2017.

(ii) Modify the trimmable horizontal
stabilizer (THS) torsion box in zone 330 and
340, and re-identify the elevator in zone 335
and 345.

(i) Other FAA AD Provisions

The following provisions also apply to this
AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, International
Section, Transport Standards Branch, FAA,
has the authority to approve AMOGCs for this
AD, if requested using the procedures found
in 14 CFR 39.19. In accordance with 14 CFR
39.19, send your request to your principal
inspector or local Flight Standards District
Office, as appropriate. If sending information
directly to the International Section, send it
to the attention of the person identified in
paragraph (j)(2) of this AD. Information may
be emailed to: 9-ANM-116-AMOC-
REQUESTS@faa.gov. Before using any
approved AMOC, notify your appropriate
principal inspector, or lacking a principal
inspector, the manager of the local flight
standards district office/certificate holding
district office.

(2) Contacting the Manufacturer: For any
requirement in this AD to obtain corrective
actions from a manufacturer, the action must
be accomplished using a method approved
by the Manager, International Section,
Transport Standards Branch, FAA; or the
European Aviation Safety Agency (EASA); or
Airbus SAS’s EASA Design Organization
Approval (DOA). If approved by the DOA,
the approval must include the DOA-
authorized signature.

(3) Required for Compliance (RC): If any
service information contains procedures or
tests that are identified as RC, those
procedures and tests must be done to comply
with this AD; any procedures or tests that are
not identified as RC are recommended. Those
procedures and tests that are not identified
as RC may be deviated from using accepted
methods in accordance with the operator’s
maintenance or inspection program without
obtaining approval of an AMOG, provided
the procedures and tests identified as RC can
be done and the airplane can be put back in
an airworthy condition. Any substitutions or
changes to procedures or tests identified as
RC require approval of an AMOC.

(j) Related Information

(1) Refer to Mandatory Continuing
Airworthiness Information (MCAI) EASA AD
2018-0036, dated February 7, 2018, for
related information. This MCAI may be
found in the AD docket on the internet at
http://www.regulations.gov by searching for
and locating Docket No. FAA-2018-0506.

(2) For more information about this AD,
contact Kathleen Arrigotti, Aerospace
Engineer, International Section, Transport

Standards Branch, FAA, 2200 South 216th
St., Des Moines, WA 98198; telephone and
fax 206-231-3218.

(k) Material Incorporated by Reference

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

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

(i) Airbus Service Bulletin A350-53—-P029,
dated November 17, 2017.

(ii) Airbus Service Bulletin A350-55—-P003,
dated November 6, 2017.

(3) For service information identified in
this AD, contact Airbus SAS, Airworthiness
Office—EAL, Rond-Point Emile Dewoitine
No: 2, 31700 Blagnac Cedex, France;
telephone +33 5 61 93 36 96; fax +33 5 61
93 45 80; email continued-
airworthiness.a350@airbus.com; internet
http://www.airbus.com.

(4) You may view this service information
at the FAA, Transport Standards Branch,
2200 South 216th St., Des Moines, WA. For
information on the availability of this
material at the FAA, call 206-231-3195.

(5) You may view this service information
that is incorporated by reference at the
National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA, call
202-741-6030, or go to: http://www.archives.
gov/federal-register/cfr/ibr-locations.html.

Issued in Des Moines, Washington, on
August 17, 2018.

Michael Kaszycki,

Acting Director, System Oversight Division,
Aircraft Certification Service.

[FR Doc. 2018-19749 Filed 9-12—18; 8:45 am|
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2018-0765; Product
Identifier 2018—-NM-105-AD; Amendment
39-19379; AD 2018-17-25]

RIN 2120-AA64
Airworthiness Directives; Airbus SAS
Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.
ACTION: Final rule; request for
comments.

SUMMARY: We are adopting a new
airworthiness directive (AD) for all
Airbus SAS Model A350-941 and —1041
airplanes. This AD was prompted by
reports of uncommanded motion of the
flight control actuator. This AD requires
replacing certain rudder and elevator
servocontrols with serviceable
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servocontrols. We are issuing this AD to
address the unsafe condition on these
products.

DATES: This AD becomes effective
September 28, 2018.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in this AD
as of September 28, 2018.

We must receive comments on this
AD by October 29, 2018.

ADDRESSES: You may send comments,
using the procedures found in 14 CFR
11.43 and 11.45, by any of the following
methods:

e Federal eRulemaking Portal: Go to
http://www.regulations.gov. Follow the
instructions for submitting comments.

e Fax:202—493-2251.

e Mail: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue SE,
Washington, DC 20590.

e Hand Delivery: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue SE,
Washington, DC, between 9 a.m. and 5
p-m., Monday through Friday, except
Federal holidays.

For service information identified in
this final rule, contact Airbus SAS,
Airworthiness Office—EAL, Rond-Point
Emile Dewoitine No: 2, 31700 Blagnac
Cedex, France; telephone +33 5 61 93 36
96; fax +33 5 61 93 45 80; email
continued-airworthiness.a350@
airbus.com; internet http://
www.airbus.com. You may view this
referenced service information at the
FAA, Transport Standards Branch, 2200
South 216th St., Des Moines, WA. For
information on the availability of this
material at the FAA, call 206-231-3195.
It is also available on the internet at
http://www.regulations.gov by searching
for and locating Docket No. FAA-2018—
0765.

Examining the AD Docket

You may examine the AD docket on
the internet at http://
www.regulations.gov by searching for
and locating Docket No. FAA-2018—
0765; or in person at the Docket
Operations office between 9 a.m. and 5
p-m., Monday through Friday, except
Federal holidays. The AD docket
contains this AD, the regulatory
evaluation, any comments received, and
other information. The street address for
the Docket Operations office (telephone
800—647-5527) is in the ADDRESSES
section. Comments will be available in
the AD docket shortly after receipt.

FOR FURTHER INFORMATION CONTACT:
Kathleen Arrigotti, Aerospace Engineer,

International Section, Transport
Standards Branch, FAA, 2200 South
216th St., Des Moines, WA 98198;
telephone and fax 206-231-3218.

SUPPLEMENTARY INFORMATION:

Discussion

The European Aviation Safety Agency
(EASA), which is the Technical Agent
for the Member States of the European
Union, has issued EASA AD 2018-
0145R3, dated July 24, 2018 (referred to
after this as the Mandatory Continuing
Airworthiness Information, or “the
MCATI”), to correct an unsafe condition
for all Airbus SAS Model A350-941 and
—1041 airplanes. The MCAI states:

Two occurrences were reported of flight
control actuator uncommanded motion on
Airbus A350 aeroplanes. Further
investigations performed by the servocontrol
manufacturer (MOOG Aircraft Group)
revealed that both events were caused by
foreign object debris blocking a receiver port
inside the Electro Hydraulic Servo Valve
(EHSV), which is a component fitted on the
servocontrol. In both cases, materials found
in the EHSYV first stage were consistent with
debris generated by rework activity during
manufacturing process.

This condition, if not corrected, could lead
to an uncommanded flight control actuator
movement, or an unresponsive flight control
actuator while in active mode, possibly
resulting in reduced control of the aeroplane.

To address this potential unsafe condition,
Airbus issued the AOT [Alert Operators
Transmission A27P012-18], identifying the
affected parts and providing instructions to
remove the affected parts from service.

For the reasons described above, EASA
issued AD 2018-0145 (later revised) to
require replacement of the affected parts with
serviceable parts.

Since EASA AD 2018-0145R2 was issued,
it was determined that the information
concerning the markings on a servocontrol
after in-shop rework/modification (see
Definitions, serviceable part) were not
entirely correct. This [EASA] AD is revised
accordingly to make the necessary correction.

You may examine the MCAI on the
internet at http://www.regulations.gov
by searching for and locating Docket No.
FAA-2018-0765.

Related Service Information Under 1
CFR Part 51

Airbus SAS has issued Alert
Operators Transmission A27P012-18,
Rev 01, dated May 29, 2018, including
Appendixes 1 through 6. This service
information describes procedures for
replacing affected servocontrols with
serviceable servocontrols. This service
information is reasonably available
because the interested parties have
access to it through their normal course
of business or by the means identified
in the ADDRESSES section.

FAA’s Determination

This product has been approved by
the aviation authority of another
country, and is approved for operation
in the United States. Pursuant to our
bilateral agreement with the State of
Design Authority, we have been notified
of the unsafe condition described in the
MCALI and service information
referenced above. We are issuing this
AD because we evaluated all pertinent
information and determined the unsafe
condition exists and is likely to exist or
develop on other products of the same
type design.

Requirements of This AD

This AD requires accomplishing the
actions specified in the service
information described previously.

FAA'’s Determination of the Effective
Date

An unsafe condition exists that
requires the immediate adoption of this
AD. The FAA has found that the risk to
the flying public justifies waiving notice
and comment prior to adoption of this
rule because the unsafe condition could
lead to uncommanded flight control
actuator movement, or an unresponsive
flight control actuator while in active
mode, possibly resulting in reduced
controllability of the airplane.
Therefore, we determined that notice
and opportunity for public comment
before issuing this AD are impracticable
and that good cause exists for making
this amendment effective in fewer than
30 days.

Comments Invited

This AD is a final rule that involves
requirements affecting flight safety, and
we did not precede it by notice and
opportunity for public comment. We
invite you to send any written relevant
data, views, or arguments about this AD.
Send your comments to an address
listed under the ADDRESSES section.
Include ‘“Docket No. FAA-2018—-0765;
Product Identifier 2018—NM-105—-AD"
at the beginning of your comments. We
specifically invite comments on the
overall regulatory, economic,
environmental, and energy aspects of
this AD. We will consider all comments
received by the closing date and may
amend this AD based on those
comments.

We will post all comments we
receive, without change, to http://
www.regulations.gov, including any
personal information you provide. We
will also post a report summarizing each
substantive verbal contact we receive
about this AD.
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Costs of Compliance

We estimate that this AD affects 11
airplanes of U.S. registry. We estimate

the following costs to comply with this
AD:

ESTIMATED COSTS FOR REQUIRED ACTIONS

Labor cost

Parts cost

Cost per product

Cost on U.S.
operators

Up to 15 work-hours x $85 per hour = $1,275

Up to $548,876 ..................

Up to $550,151

Up to $6,051,661.

Authority for This Rulemaking

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

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

This AD is issued in accordance with
authority delegated by the Executive
Director, Aircraft Certification Service,
as authorized by FAA Order 8000.51C.
In accordance with that order, issuance
of ADs is normally a function of the
Compliance and Airworthiness
Division, but during this transition
period, the Executive Director has
delegated the authority to issue ADs
applicable to transport category
airplanes to the Director of the System
Oversight Division.

Regulatory Findings

We determined that this AD will not
have federalism implications under
Executive Order 13132. This AD will
not have a substantial direct effect on
the States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government.

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

1. Is not a “‘significant regulatory
action” under Executive Order 12866;

2. Is not a “significant rule” under the
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979);

3. Will not affect intrastate aviation in
Alaska; and

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

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

Authority: 49 U.S.C. 106(g), 40113, 44701.
§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new airworthiness
directive (AD):

2018-17-25 Airbus SAS: Amendment 39—
19379; Docket No. FAA-2018-0765;
Product Identifier 2018—-NM-105—AD.

(a) Effective Date

This AD becomes effective September 28,

2018.

(b) Affected ADs

None.
(c) Applicability

This AD applies to Airbus SAS Model
A350-941 and —1041 airplanes, certificated

in any category, all manufacturer serial
numbers.

(d) Subject

Air Transport Association (ATA) of
America Code 27, Flight Controls.

(e) Reason

This AD was prompted by reports of
uncommanded motion of the flight control
actuator. We are issuing this AD to address
blocked receiver ports on certain
servocontrols installed on the elevators and
rudders. This condition, if not corrected,
could lead to an uncommanded flight control
actuator movement, or an unresponsive flight
control actuator while in active mode,
possibly resulting in reduced controllability
of the airplane.

(f) Compliance

Comply with this AD within the
compliance times specified, unless already
done.

(g) Definitions

For the purposes of this AD the following
definitions apply:

(1) Affected part: A servocontrol having a
part number and serial number specified in
Appendix 2 of Airbus Alert Operators
Transmission (AOT) A27P012-18, Rev 01,
dated May 2018.

(2) Serviceable part: A servocontrol having
a part number and serial number not
specified in Appendix 2 of Airbus Alert
Operators Transmission (AOT) A27P012-18,
Rev 01, dated May 2018; or an affected part
that was reworked or modified in-shop and
identified by “27-06" (rudder servocontrol)
or “27-04" (elevator servocontrol) marked
after the serial number of the servocontrol; or
an affected part that has been modified on
the airplane by replacing the servo module in
accordance with the instructions of Airbus
Alert Operators Transmission (AOT)
A27P012-18, Rev 01, dated May 2018,
including Appendixes 2 through 6.

(3) Groups: Group 1 airplanes have any
affected part installed. Group 2 airplanes do
not have any affected part installed.

(4) Flight hours: The flight hours indicated
in table 1 to paragraphs (g)(4) and (h) of this
AD are those accumulated by an affected part
since its first installation on an airplane. In
case these flight hours are unknown, the
flight hours accumulated by the affected
elevator or rudder since its first installation
on an airplane apply.
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TABLE 1 TO PARAGRAPHS (g)(4) AND (h) OF THIS AD—SERVOCONTROLS REPLACEMENT

Flight hours (FH)
accumulated

Compliance time

Fewer than 1,200 FH
1,200 FH or more .................

Before exceeding 1,200 FH, or within 30 days after the effective date of this AD, whichever occurs later.
Within 9 months after the effective date of this AD.

(h) Replacement

For Group 1 airplanes: Within the
applicable compliance time specified in table
1 to paragraphs (g)(4) and (h) of this AD,
replace each affected part with a serviceable
part, in accordance with the instructions in
Airbus Alert Operators Transmission (AOT)
A27P012-18, Rev 01, dated May 2018,
including Appendixes 2 through 6.

(i) No Reporting Requirement

Although Airbus Alert Operators
Transmission (AOT) A27P012-18, Rev 01,
dated May 2018, specifies to submit certain
information to the manufacturer and refers to
Appendix 1 of Airbus Alert Operators
Transmission (AOT) A27P012-18, Rev 01,
dated May 2018, this AD does not include
that requirement.

(j) Parts Installation Prohibition

For Group 1 and Group 2 airplanes: As of
the effective date of this AD, no person may
install on any airplane an affected part as
defined in paragraph (g)(1) of this AD, unless
it is a serviceable part as defined in
paragraph (g)(2) of this AD.

(k) Other FAA AD Provisions

The following provisions also apply to this
AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, International
Section, Transport Standards Branch, FAA,
has the authority to approve AMOCs for this
AD, if requested using the procedures found
in 14 CFR 39.19. In accordance with 14 CFR
39.19, send your request to your principal
inspector or local Flight Standards District
Office, as appropriate. If sending information
directly to the International Section, send it
to the attention of the person identified in
paragraph (1)(2) of this AD. Information may
be emailed to: 9-ANM-116-AMOC-
REQUESTS@faa.gov. Before using any
approved AMOG, notify your appropriate
principal inspector, or lacking a principal
inspector, the manager of the local flight
standards district office/certificate holding
district office.

(2) Contacting the Manufacturer: For any
requirement in this AD to obtain corrective
actions from a manufacturer, the action must
be accomplished using a method approved
by the Manager, International Section,
Transport Standards Branch, FAA; or the
European Aviation Safety Agency (EASA); or
Airbus SAS’s EASA Design Organization
Approval (DOA). If approved by the DOA,
the approval must include the DOA-
authorized signature.

(3) Required for Compliance (RC): If any
service information contains procedures or
tests that are identified as RC, those
procedures and tests must be done to comply
with this AD; any procedures or tests that are
not identified as RC are recommended. Those

procedures and tests that are not identified
as RC may be deviated from using accepted
methods in accordance with the operator’s
maintenance or inspection program without
obtaining approval of an AMOG, provided
the procedures and tests identified as RC can
be done and the airplane can be put back in
an airworthy condition. Any substitutions or
changes to procedures or tests identified as
RC require approval of an AMOC.

(1) Related Information

(1) Refer to Mandatory Continuing
Airworthiness Information (MCAI) EASA AD
2018-0145R3, dated July 24, 2018, for related
information. This MCAI may be found in the
AD docket on the internet at http://
www.regulations.gov by searching for and
locating Docket No. FAA-2018-0765.

(2) For more information about this AD,
contact Kathleen Arrigotti, Aerospace
Engineer, International Section, Transport
Standards Branch, FAA, 2200 South 216th
St., Des Moines, WA 98198; telephone and
fax 206-231-3218.

(3) For service information identified in
this AD, contact Airbus SAS, Airworthiness
Office—EAL, Rond-Point Emile Dewoitine
No: 2, 31700 Blagnac Cedex, France;
telephone +33 5 61 93 36 96; fax +33 5 61
93 45 80; email continued-
airworthiness.a350@airbus.com; internet
http://www.airbus.com. You may view this
service information at the FAA, Transport
Standards Branch, 2200 South 216th St., Des
Moines, WA. For information on the
availability of this material at the FAA, call
206—231-3195.

(m) Material Incorporated by Reference

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

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

(i) Airbus Alert Operators Transmission
A27P012-18, Rev 01, dated May 29, 2018,
including Appendixes 1 through 6.

(ii) Reserved.

(3) For service information identified in
this AD, contact Airbus SAS, Airworthiness
Office—EAL, Rond-Point Emile Dewoitine
No: 2, 31700 Blagnac Cedex, France;
telephone +33 5 61 93 36 96; fax +33 5 61
93 45 80; email continued-
airworthiness.a350@airbus.com; internet
http://www.airbus.com.

(4) You may view this service information
at the FAA, Transport Standards Branch,
2200 South 216th St., Des Moines, WA. For
information on the availability of this
material at the FAA, call 206-231-3195.

(5) You may view this service information
that is incorporated by reference at the

National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA, call
202-741-6030, or go to: http://
www.archives.gov/federal-register/cfr/ibr-
locations.html.

Issued in Des Moines, Washington, on
August 17, 2018.
Michael Kaszycki,

Acting Director, System Oversight Division,
Aircraft Certification Service.

[FR Doc. 2018-19744 Filed 9-12—18; 8:45 am|
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2018-0271; Product
Identifier 2017-NM-111-AD; Amendment
39-19396; AD 2018-18-17]

RIN 2120-AA64

Airworthiness Directives; Saab AB,
Saab Aeronautics (Formerly Known as
Saab AB, Saab Aerosystems)
Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule.

SUMMARY: We are superseding
Airworthiness Directive (AD) 2016—13—
06, which applied to certain Saab AB,
Saab Aeronautics Model 340A (SAAB/
SF340A) and SAAB 340B airplanes. AD
2016—13-06 required a revision of the
applicable airplane flight manual
(AFM), repetitive inspections of the
horizontal stabilizer de-icing boots, and
applicable corrective actions. This AD
continues to require a revision of the
applicable AFM, repetitive inspections
of the horizontal stabilizer de-icing
boots, and applicable corrective actions.
This AD also requires replacement of
single stitched de-icing boots with
improved double stitched boots, and re-
identification of the modified horizontal
stabilizer leading edge. This AD was
prompted by reports of ruptured
horizontal stabilizer de-icing boots. We
are issuing this AD to address the unsafe
condition on these products.

DATES: This AD is effective October 18,
2018.
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The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in this AD
as of October 18, 2018.

The Director of the Federal Register
approved the incorporation by reference
of certain other publications listed in
this AD as of August 1, 2016 (81 FR
41432, June 27, 2016).

ADDRESSES: For service information
identified in this final rule, contact Saab
AB, Saab Aeronautics, SE-581 88,
Linkoping, Sweden; phone: +46 13 18
5591; fax: +46 13 18 4874; email:
saab340techsupport@saabgroup.com;
internet: http://www.saabgroup.com.
You may view this referenced service
information at the FAA, Transport
Standards Branch, 2200 South 216th St.,
Des Moines, WA. For information on the
availability of this material at the FAA,
call 206-231-3195. It is also available
on the internet at http://
www.regulations.gov by searching for
and locating Docket No. FAA-2018—
0271.

Examining the AD Docket

You may examine the AD docket on
the internet at http://
www.regulations.gov by searching for
and locating Docket No. FAA-2018—
0271; or in person at Docket Operations
between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.
The AD docket contains this final rule,
the regulatory evaluation, any
comments received, and other
information. The address for Docket
Operations (phone: 800-647-5527) is
Docket Operations, U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue SE,
Washington, DC 20590.

FOR FURTHER INFORMATION CONTACT:
Shahram Daneshmandi, Aerospace
Engineer, International Section,
Transport Standards Branch, FAA, 2200
South 216th St., Des Moines, WA 98198;
phone and fax: 206-231-3220.

SUPPLEMENTARY INFORMATION:
Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to supersede AD 2016—-13-06,
Amendment 39-18570 (81 FR 41432,
June 27, 2016) (“AD 2016—13-06""). AD
2016—13-06 applied to certain Saab AB,
Saab Aeronautics Model 340A (SAAB/
SF340A) and SAAB 340B airplanes. The
NPRM published in the Federal
Register on April 17, 2018 (83 FR
16792). The NPRM was prompted by
reports of ruptured horizontal stabilizer
de-icing boots. The NPRM proposed to
continue to require a revision of the

applicable AFM, repetitive inspections
of the horizontal stabilizer de-icing
boots, and applicable corrective actions.
The NPRM also proposed to require
replacement of single stitched de-icing
boots with improved double stitched
boots, and re-identification of the
modified horizontal stabilizer leading
edge. We are issuing this AD to detect
and correct ruptured horizontal
stabilizer de-icing boots, which could
lead to complete loss of the de-icing
function within its associated zone and
severe vibrations, possibly resulting in
reduced control of the airplane.

The European Aviation Safety Agency
(EASA), which is the Technical Agent
for the Member States of the European
Union, has issued EASA AD 2017-0144,
dated August 9, 2017 (referred to after
this as the Mandatory Continuing
Airworthiness Information, or ““the
MCATI”), to correct an unsafe condition
for certain Saab AB, Saab Aeronautics
Model 340A (SAAB/SF340A) and SAAB
340B airplanes. The MCALI states:

Several occurrences were reported of
rupture of the horizontal stabilizer de-icing
boot in flight. In some of the reported events,
the de-icing boot had formed a large open
scoop.

This condition, if not detected and
corrected, could lead to complete loss of the
de-icing function within its associated zone
and severe vibrations, possibly resulting in
reduced control of the aeroplane.

To address this potential unsafe condition,
Saab AB, Aeronautics (hereafter referred to as
“Saab” in this [EASA] AD) issued Alert
Operations Bulletin (AOB) No. 12 and AOB
No. 23 as temporary measures,
recommending to select Flaps 0 for landing
in the event of a suspected rupture of the
deicing boot on the horizontal stabilizer. In
addition, Saab issued SB [Service Bulletin]
340-30-094 providing instructions for
inspection of de-icing boots.

Consequently, EASA issued AD 2015-0129
[which corresponds to FAA AD 2016-13-06]
to require amendment of the applicable
Aircraft Flight Manual (AFM), repetitive
inspections of the horizontal stabilizer
deicing boots and, depending on findings,
accomplishment of applicable corrective
action(s).

Since that [EASA] AD was issued, Saab
developed an improved de-icing boot,
reinforced through double stitch lines, and
issued SB 340-30-095 providing instructions
for boot replacement.

For the reason described above, this
[EASA] AD retains the requirements of EASA
AD 2015-0129, which is superseded, and
requires replacement of single stitched
deicing boots, installed on the left-hand (LH)
and right-hand (RH) horizontal stabilizer,
with improved double stitched boots, and
reidentification of the modified horizontal
stabilizer leading edge.

You may examine the MCAI in the
AD docket on the internet at http://
www.regulations.gov by searching for

and locating Docket No. FAA-2018—
0271.

Comments

We gave the public the opportunity to
participate in developing this final rule.
We received no comments on the NPRM
or on the determination of the cost to
the public.

Conclusion

We reviewed the relevant data and
determined that air safety and the
public interest require adopting this
final rule as proposed, except for minor
editorial changes. We have determined
that these minor changes:

e Are consistent with the intent that
was proposed in the NPRM for
addressing the unsafe condition; and

¢ Do not add any additional burden
upon the public than was already
proposed in the NPRM.

Related Service Information Under 1
CFR Part 51

Saab AB, Saab Aeronautics has issued
the following service information.

e Service Bulletin 340-30-094, dated
March 27, 2015. This service
information describes procedures for
repetitive detailed inspections of the de-
icing boots installed on the horizontal
stabilizers, and repair and replacement
of damaged de-icing boots.

e Service Bulletin 340-30-095, dated
April 3, 2017. This service information
describes procedures for replacement of
single stitched de-icing boots with
improved double stitched boots, and re-
identification of the modified horizontal
stabilizer leading edge.

Saab AB, Saab Aeronautics has also
issued the following AFMs, which
describe performance limitations and
general data. These AFMs are distinct
since they apply to different airplane
models in different configurations.

e AFM 340A 001, Revision 57, dated
March 27, 2015.

e AFM 340B 001, Revision 35, dated
March 27, 2015.

e AFM 340B 010, Revision 28, dated
March 27, 2015.

This service information is reasonably
available because the interested parties
have access to it through their normal
course of business or by the means
identified in the ADDRESSES section.

Costs of Compliance

We estimate that this AD affects 51
airplanes of U.S. registry.

The actions required by AD 2016-13—
06, and retained in this AD take about
6 work-hours per product, at an average
labor rate of $85 per workhour. Based
on these figures, the estimated cost of
the actions that are required by AD
2016-13-06 is $510 per product.
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In addition, we estimate that any
necessary follow-on actions required by
AD 2016-13-06, and retained in this AD
take about 6 work-hours and require
parts costing $9,500, for a cost of
$10,010 per product. We have no way
of determining the number of aircraft
that might need these actions.

We also estimate that it would take
about 6 work-hours per product to
comply with the basic requirements of
this AD. The average labor rate is $85
per work-hour. Required parts would
cost about $13,500 per product. Based
on these figures, we estimate the cost of
this AD on U.S. operators to be
$714,510, or $14,010 per product.

Authority for This Rulemaking

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

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

This AD is issued in accordance with
authority delegated by the Executive
Director, Aircraft Certification Service,
as authorized by FAA Order 8000.51C.
In accordance with that order, issuance
of ADs is normally a function of the
Compliance and Airworthiness
Division, but during this transition
period, the Executive Director has
delegated the authority to issue ADs
applicable to transport category
airplanes to the Director of the System
Oversight Division.

Regulatory Findings

We determined that this AD will not
have federalism implications under
Executive Order 13132. This AD will
not have a substantial direct effect on
the States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government.

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

1. Is not a “‘significant regulatory
action” under Executive Order 12866;

2. Is not a “‘significant rule” under the
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979);

3. Will not affect intrastate aviation in
Alaska; and

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

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

m 2. The FAA amends § 39.13 by
removing Airworthiness Directive (AD)
2016-13-06, Amendment 39-18570 (81
FR 41432, June 27, 2016), and adding
the following new AD:

2018-18-17 Saab AB, Saab Aeronautics
(Formerly Known as Saab AB, Saab
Aerosystems): Amendment 39-19396;
Docket No. FAA-2018-0271; Product
Identifier 2017-NM-111-AD.

(a) Effective Date
This AD is effective October 18, 2018.

(b) Affected ADs

This AD replaces AD 2016—13-06,
Amendment 39-18570 (81 FR 41432, June
27, 2016) (“AD 2016-13-06"").

(c) Applicability

This AD applies to Saab AB, Saab
Aeronautics (Type Certificate Previously
Held by Saab AB, Saab Aerosystems)
airplanes, certificated in any category, as
identified in paragraphs (c)(1) and (c)(2) of
this AD.

(1) Saab AB, Saab Aeronautics Model 340A
(SAAB/SF340A) airplanes, serial numbers (S/
Ns) 004 through 138 inclusive, on which
Saab Modification 1462 has been embodied
in production, or Saab Service Bulletin 340—
55—008 has been embodied in service, except
those on which Saab Modification 1793 has
also been embodied in production, or Saab
Service Bulletin 340-55—-010 has been
embodied in service; and Saab AB, Saab
Aeronautics Model 340A (SAAB/SF340A)
airplanes, S/Ns 139 through 159 inclusive.

(2) Saab AB, Saab Aeronautics Model
SAAB 340B airplanes, S/Ns 160 through 459
inclusive.

(d) Subject

Air Transport Association (ATA) of
America Code 30, Ice and Rain Protection.

(e) Reason

This AD was prompted by reports of
ruptured horizontal stabilizer de-icing boots.
We are issuing this AD to detect and correct
ruptured horizontal stabilizer de-icing boots,
which could lead to complete loss of the
deicing function within its associated zone
and severe vibrations, possibly resulting in
reduced control of the airplane.

(f) Compliance

Comply with this AD within the
compliance times specified, unless already
done.

(g) Retained Revision of the Airplane Flight
Manual (AFM), With No Changes

This paragraph restates the requirements of
paragraph (g) of AD 2016-13-06, with no
changes. Within 30 days after August 1, 2016
(the effective date of AD 2016—13—-06), revise
the “Abnormal Procedures” section of the
applicable Saab 340 AFM to incorporate the
revision specified in paragraphs (g)(1)
through (g)(3) of this AD.

(1) For Saab AB, Saab Aeronautics Model
340A (SAAB/SF340A) airplanes, revise Saab
AFM 340A 001 by incorporating Revision 57,
dated March 27, 2015.

(2) For Saab AB, Saab Aeronautics Model
SAAB 340B airplanes, revise Saab AFM 340B
001 by incorporating Revision 35, dated
March 27, 2015.

(3) For Saab AB, Saab Aeronautics Model
SAAB 340B airplanes with extended wing
tips, revise Saab AFM 340B 010 by
incorporating Revision 28, dated March 27,
2015.

(h) Retained Inspection/Replacement, With
No Changes

This paragraph restates the requirements of
paragraph (h) of AD 2016—13-06, with no
changes. Within 400 flight hours or 6
months, whichever occurs first after August
1, 2016 (the effective date of AD 2016—13—
06), do a detailed inspection for damage of
the horizontal stabilizer de-icing boots, and
existing repairs of horizontal stabilizer de-
icing boots, in accordance with the
Accomplishment Instructions of Saab Service
Bulletin 340-30-094, dated March 27, 2015.
Repeat the inspection thereafter at intervals
not to exceed 400 flight hours. If, during any
inspection required by this paragraph, any
damage or existing repair outside the limits
specified in Saab Service Bulletin 340-30—
094, dated March 27, 2015, is found, before
further flight, repair or replace the horizontal
stabilizer de-icing boots, in accordance with
the Accomplishment Instructions of Saab
Service Bulletin 340-30-094, dated March
27, 2015. Repair or replacement on an
airplane of the horizontal stabilizer de-icing
boots, as required by this paragraph, does not
constitute terminating action for the
repetitive inspections required by this
paragraph for that airplane.

(i) New Requirement of This AD:
Modification

Within 18 months after the effective date
of this AD, modify the airplane by replacing
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the single stitched de-icing boots installed on
the left-hand (LH) and right-hand (RH)
horizontal stabilizers with double stitched
de-icing boots and re-identify the LH and RH
horizontal stabilizer leading edge, in
accordance with the Accomplishment
Instructions of Saab Service Bulletin 340-30—
095, dated April 3, 2017.

(j) Terminating Action for the Requirements
of Paragraph (h) of this AD

Modification of an airplane as required by
paragraph (i) of this AD, constitutes
terminating action for the repetitive
inspections required by paragraph (h) of this
AD, for that airplane.

(k) Other FAA AD Provisions

The following provisions also apply to this
AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, International
Section, Transport Standards Branch, FAA,
has the authority to approve AMOCs for this
AD, if requested using the procedures found
in 14 CFR 39.19. In accordance with 14 CFR
39.19, send your request to your principal
inspector or local Flight Standards District
Office, as appropriate. If sending information
directly to the International Section, send it
to the attention of the person identified in
paragraph (1)(2) of this AD. Information may
be emailed to: 9-ANM-116-AMOC-
REQUESTS@faa.gov. Before using any
approved AMOG, notify your appropriate
principal inspector, or lacking a principal
inspector, the manager of the local flight
standards district office/certificate holding
district office.

(2) Contacting the Manufacturer: As of the
effective date of this AD, for any requirement
in this AD to obtain corrective actions from
a manufacturer, the action must be
accomplished using a method approved by
the Manager, International Section, Transport
Standards Branch, FAA; or the European
Aviation Safety Agency (EASA); or Saab AB,
Saab Aeronautics’ EASA Design Organization
Approval (DOA). If approved by the DOA,
the approval must include the DOA-
authorized signature

(1) Related Information

(1) Refer to Mandatory Continuing
Airworthiness Information (MCAI) EASA AD
2017-0144, dated August 9, 2017, for related
information. This MCAI may be found in the
AD docket on the internet at http://
www.regulations.gov by searching for and
locating Docket No. FAA-2018-0271.

(2) For more information about this AD,
contact Shahram Daneshmandi, Aerospace
Engineer, International Section, Transport
Standards Branch, FAA, 2200 South 216th
St., Des Moines, WA 98198; phone and fax:
206-231-3220.

(m) Material Incorporated by Reference

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

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

(3) The following service information was
approved for IBR on October 18, 2018.

(i) Saab Service Bulletin 340—-30-095,
dated April 3, 2017.

(ii) Reserved.

(4) The following service information was
approved for IBR on August 1, 2016 (81 FR
41432, June 27, 2016).

(i) Saab Service Bulletin 340—-30-094,
dated March 27, 2015.

(ii) Saab AFM 340A 001, Revision 57,
dated March 27, 2015.

(iii) Saab AFM 340B 001, Revision 35,
dated March 27, 2015.

(iv) Saab AFM 340B 010, Revision 28,
dated March 27, 2015.

(5) For service information identified in
this AD, contact Saab AB, Saab Aeronautics,
SE-581 88, Linkoping, Sweden; phone: +46
13 18 5591; fax: +46 13 18 4874; email:
saab340techsupport@saabgroup.com;
internet: http://www.saabgroup.com.

(6) You may view this service information
at the FAA, Transport Standards Branch,
2200 South 216th St., Des Moines, WA. For
information on the availability of this
material at the FAA, call 206-231-3195.

(7) You may view this service information
that is incorporated by reference at the
National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA, call
202-741-6030, or go to: http://
www.archives.gov/federal-register/cfr/ibr-
locations.html.

Issued in Des Moines, Washington, on
August 23, 2018.

James Cashdollar,

Acting Director, System Oversight Division,
Aircraft Certification Service.

[FR Doc. 2018-19748 Filed 9-12-18; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2018-0112; Product
Identifier 2017-NM-161-AD; Amendment
39-19392; AD 2018-18-13]

RIN 2120-AA64
Airworthiness Directives; The Boeing
Company Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for all The
Boeing Company Model 737-100, —200,
—200C, —300, —400, and —500 series
airplanes. This AD was prompted by
reports of cracking in certain flanges,
and the adjacent web, of the wing
outboard flap track at certain positions,
and a determination that new
inspections of certain flap track flanges

and webs forward of the rear spar
attachment are necessary. This AD
requires an inspection to determine the
part number of the wing outboard flap
track assembly; repetitive inspections of
each affected wing outboard flap track
for discrepancies, and applicable on-
condition actions; and repetitive
overhaul of each wing outboard flap
track. We are issuing this AD to address
the unsafe condition on these products.
DATES: This AD is effective October 18,
2018.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in this AD
as of October 18, 2018.

ADDRESSES: For service information
identified in this final rule, contact
Boeing Commercial Airplanes,
Attention: Contractual & Data Services
(C&DS), 2600 Westminster Blvd., MC
110-SK57, Seal Beach, CA 90740-5600;
telephone 562—-797—-1717; internet
https://www.myboeingfleet.com. You
may view this referenced service
information at the FAA, Transport
Standards Branch, 2200 South 216th St.,
Des Moines, WA. For information on the
availability of this material at the FAA,
call 206-231-3195. It is also available
on the internet at http://
www.regulations.gov by searching for
and locating Docket No. FAA-2018—
0112.

Examining the AD Docket

You may examine the AD docket on
the internet at http://
www.regulations.gov by searching for
and locating Docket No. FAA-2018—
0112; or in person at Docket Operations
between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.
The AD docket contains this final rule,
the regulatory evaluation, any
comments received, and other
information. The address for Docket
Operations (phone: 800-647-5527) is
Docket Operations, U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue SE,
Washington, DC 20590.

FOR FURTHER INFORMATION CONTACT:
Payman Soltani, Aerospace Engineer,
Airframe Section, FAA, Los Angeles
ACO Branch, 3960 Paramount
Boulevard, Lakewood, CA 90712—4137;
phone: 562—627-5313; fax: 562—627—
5210; email: payman.soltani@faa.gov.
SUPPLEMENTARY INFORMATION:

Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 by adding an AD that would
apply to all The Boeing Company Model
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737-100, —200, —200C, —300, —400, and
—500 series airplanes. The NPRM
published in the Federal Register on
February 21, 2018 (83 FR 7425). The
NPRM was prompted by reports of
cracking in certain flanges, and the
adjacent web, of the wing outboard flap
track at certain positions, and a
determination that new inspections of
certain flap track flanges and webs
forward of the rear spar attachment are
necessary. The NPRM proposed to
require an inspection to determine the
part number of the wing outboard flap
track assembly; repetitive inspections of
each affected wing outboard flap track
for discrepancies, and applicable on-
condition actions; and repetitive
overhaul of each wing outboard flap
track.

We are issuing this AD to detect and
correct cracking of the wing outboard
flap tracks. Cracking in the area between
the forward and rear spar attachments of
the wing outboard flap tracks could lead
to the inability of a principal structural
element to sustain required flight loads,
and result in loss of the outboard
trailing edge flap and consequent
reduced controllability of the airplane.

Comments

We gave the public the opportunity to
participate in developing this final rule.
The following presents the comments
received on the NPRM and the FAA’s
response to each comment.

Request To Extend the Compliance
Time

All Nippon Airways (ANA) and Utair
Aviation requested that paragraph (h) of
the proposed AD be revised to extend
the compliance time from 6 months to
18 months after the effective date of the
final rule. The commenters are
concerned that there are not enough
spare flap track parts available. The
commenters indicated that overhaul of
the removed flap tracks takes significant
time, and if the final rule is released
without a sufficient number of spare
flap tracks available, there could be a
long-term aircraft on ground (AOG)
situation if the proposed compliance
times are used.

Furthermore, Utair Aviation stated
that a review of maintenance records on
38 airplanes for flap tracks at positions
1 and 8 did not find any records of
inspections or overhaul, and it would
not be able to replace the subject flap
tracks within the compliance time
specified in the proposed AD. Utair
Aviation also noted that it took 60 days,
including shipping, to replace the
outboard flap tracks for similar
requirements specified in AD 2013—-09—

02, Amendment 39-17443 (78 FR
27010, May 9, 2013).

We do not agree with the commenters’
requests. The 6-month compliance time
for inspection and overhaul is
applicable only to flap tracks that have
unknown maintenance records and flap
tracks that were last overhauled several
years ago. Airplanes with flap tracks
that have known maintenance records
generally have later compliance times,
depending on how long it has been
since the flap tracks were overhauled.
The NPRM was issued to address
findings of stress corrosion cracking in
the flap tracks. Stress corrosion cracking
is more likely to occur in flap tracks that
have been in operation for a longer time.
Flap tracks with unknown maintenance
records and flap tracks that were last
overhauled several years ago are more
susceptible to the unsafe condition. The
probability of the existence of stress
corrosion cracking on flap tracks with
unknown maintenance history is higher
and warrants the shorter compliance
time. We have verified that spare flap
tracks are available on the parts surplus
market; however, since we do not know
how many flap tracks have unknown
maintenance records, it is difficult to
estimate how many spare flap tracks
will be necessary to meet the demand.

If there is a critical shortage of parts,
operators may contact the FAA and
request an adjustment to the compliance
time using the procedures specified in
paragraph (1) of this AD. We might
approve a longer compliance time if
additional data are presented that would
justify an extension to the compliance
time while still maintaining an adequate
level of safety.

We urge operators to seek out
maintenance records for their flap tracks
in order to justify use of the extended
compliance times specified in Boeing
Alert Requirements Bulletin 737—
57A1338 RB, dated September 25, 2017.
We cannot justify extending the
compliance times for flap tracks without
maintenance records to 18 months. We
have not changed this AD in regard to
this issue.

Request To Omit Inspection 1 in the
Service Information

Utair Aviation stated that it is
inadvisable to require operators to do
the inspections included in
“INSPECTION 1,” as defined in Boeing
Alert Requirements Bulletin 737—
57A1338 RB, dated September 25, 2017.
The commenter noted that “ACTION 1”
in Table 1 and Table 2 of paragraph 3,
“Compliance,” of Boeing Alert
Requirements Bulletin 737-57A1338
RB, dated September 25, 2017, states
that operators need to do INSPECTION

1. The commenter suggested that
“ACTION 2,” overhaul of each affected
flap track, would already include all of
the inspections included in
INSPECTION 1.

We infer that the commenter is
requesting that the proposed
requirement to do the inspections
included in INSPECTION 1 of the
specified service bulletin be removed
from the proposed AD. We do not agree
with the commenter’s request. ACTION
1 and ACTION 2 have different
purposes. The inspections included in
ACTION 1 are intended to detect
specific existing damage on the flap
track, including cracks, nicks, corrosion,
galling, broken pieces, and stop drills.
The intention of ACTION 2, overhaul of
each affected flap track, is a visual
examination for defects. The intent of
this visual examination during overhaul
is to identify additional discrepancies,
such as excessive wear or degraded
surface finish, that might not be noted
during INSPECTION 1. It is important to
detect these additional discrepancies
since they can be early indicators of
stress corrosion cracking. Since the
inspections to detect specific existing
damage on the flap track are not
included in the overhaul instructions, it
is necessary to require both ACTION 1
and ACTION 2 in this AD. We have not
changed this AD in regard to this issue.

Request for Alternative To Overhaul

ANA requested that an alternative to
overhaul of the flap tracks be provided
that does not involve removing the flap
tracks from the wing. The commenter
suggested that an on-wing inspection
could be used instead of the overhaul.
The commenter is concerned that there
is not a sufficient supply of spare flap
track parts.

We do not agree with the commenter’s
request. There is no on-wing inspection
method available that can detect the
additional discrepancies that overhaul
of the flap tracks is designed to address.
The concern regarding availability of
spare flap track parts was addressed in
the response to an earlier comment. We
have not changed this AD in regard to
this issue.

Request To Revise Parts Installation
Limitation Paragraph

Boeing requested that the Parts
Installation Limitation Paragraph,
paragraph (k) in the proposed AD, be
revised to allow flap tracks to be
installed and inspected at the time of
installation. Boeing noted that
paragraph (k) states ““. . . no person
may install a flap track unless the flap
track is inspected prior to installation.”
Boeing pointed out that there are several
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inspections that pertain to the track-to-
wing joint, which cannot be
accomplished until after the flap track is
installed.

We agree with the commenter’s
request for the reasons provided by the
commenter. We have revised paragraph
(k) of this AD to state “As of the
effective date of this AD, no person may
install, on any airplane, a wing outboard
flap track having a part number listed in
paragraph 1.B. of Boeing Alert
Requirements Bulletin 737-57A1338
RB, dated September 25, 2017, unless
the inspections . . . are accomplished
prior to or concurrently with the part’s
installation on the airplane.”

Effect of Winglets on Accomplishment
of the Proposed Actions

Aviation Partners Boeing stated that
accomplishing the installation of
winglets using Supplemental Type
Certificate (STC) ST01219SE does not
affect compliance with the actions
proposed in the NPRM.

We concur with the commenter. We
have redesignated paragraph (c) of the
proposed AD as paragraph (c)(1) of this
AD and added paragraph (c)(2) to this
AD to state that installation of STC
ST01219SE does not affect the ability to
accomplish the actions required by this
AD. Therefore, for airplanes on which
STC ST01219SE is installed, a “‘change
in product” alternative method of
compliance (AMOQC) approval request is

not necessary to comply with the
requirements of 14 CFR 39.17.

Additional Change to This AD

The proposed AD included Note 1 to
paragraph (h), which stated that
guidance for accomplishing the
proposed actions could be found in
Boeing Alert Service Bulletin 737—
57A1338, dated September 25, 2017,
which is referred to in Boeing Alert
Requirements Bulletin 737-57A1338
RB, dated September 25, 2017. Since the
proposed AD was published, Boeing has
issued Boeing Information Notice 737—
57A1338 IN 01, dated October 16, 2017;
Boeing Information Notice 737—
57A1338 IN 02, dated March 16, 2018;
and Boeing Information Notice 737—
57A1338 IN 03, dated March 20, 2018.
These information notices provide
additional guidance material related to
Boeing Alert Service Bulletin 737—
57A1338, dated September 25, 2017,
including clarification of compliance
times for spares (not AD compliance
times), inspection figures, and the
relationship between flap track part
numbers and airplanes groups. We have
revised Note 1 to paragraph (h) in this
AD to include these information notices.

Conclusion

We reviewed the relevant data,
considered the comments received, and
determined that air safety and the
public interest require adopting this
final rule with the changes described

previously and minor editorial changes.
We have determined that these minor
changes:

e Are consistent with the intent that
was proposed in the NPRM for
addressing the unsafe condition; and

¢ Do not add any additional burden
upon the public than was already
proposed in the NPRM.

We also determined that these
changes will not increase the economic
burden on any operator or increase the
scope of this final rule.

Related Service Information Under 1
CFR Part 51

We reviewed Boeing Alert
Requirements Bulletin 737-57A1338
RB, dated September 25, 2017. This
service information describes
procedures for repetitive inspections
and repetitive overhaul of the wing
outboard flap tracks, and applicable on-
condition actions including repair and
replacement of the wing outboard flap
tracks. This service information is
reasonably available because the
interested parties have access to it
through their normal course of business
or by the means identified in the
ADDRESSES section.

Costs of Compliance

We estimate that this AD affects 160
airplanes of U.S. registry. We estimate
the following costs to comply with this
AD:

ESTIMATED COSTS FOR REQUIRED ACTIONS

Action

Labor cost Parts cost

Cost per product

Cost on U.S. operators

Inspection (positions 1 and 8;
Group 2 and Group 3, configura-
tion 1).

Inspection (positions 1 and 8;
Group 3, configuration 2).

Inspection (positions 2 and 7;
Group 2 and Group 3, configura-
tion 1).

Inspection (positions 2 and 7;
Group 3, configuration 2).

78 work-hours x $85 per hour
$6,630 per cycle.

89 work-hours x $85 per hour
$7,565 per cycle.

83 work-hours x $85 per hour
$7,055 per cycle.

86 work-hours x $85 per hour
$7,310 per cycle.

$0

Il
o

Il
o

1l
o

$6,630 per cycle

7,565 per cycle

7,055 per cycle

7,310 per cycle

$1,060,800 per cycle.

1,210,400 per cycle.

1,128,800 per cycle.

1,169,600 per cycle.

We have received no definitive data
that will enable us to provide cost
estimates for the actions for Group 1
airplanes, the repetitive overhaul, or the
on-condition actions specified in this
AD.

Authority for This Rulemaking

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

detail the scope of the Agency’s
authority.

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

products identified in this rulemaking
action.

This AD is issued in accordance with
authority delegated by the Executive
Director, Aircraft Certification Service,
as authorized by FAA Order 8000.51C.
In accordance with that order, issuance
of ADs is normally a function of the
Compliance and Airworthiness
Division, but during this transition
period, the Executive Director has
delegated the authority to issue ADs
applicable to transport category
airplanes and associated appliances to
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the Director of the System Oversight
Division.
Regulatory Findings

This AD will not have federalism
implications under Executive Order
13132. This AD will not have a
substantial direct effect on the States, on
the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.

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

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

(2) Is not a “significant rule” under
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979),

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

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

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new airworthiness
directive (AD):

2018-18-13 The Boeing Company:
Amendment 39-19392; Docket No.
FAA-2018-0112; Product Identifier
2017-NM-161-AD.

(a) Effective Date
This AD is effective October 18, 2018.

(b) Affected ADs

This AD affects AD 2013-09-02,
Amendment 39-17443 (78 FR 27010, May 9,
2013) (“AD 2013-09-02").

(c) Applicability

(1) This AD applies to all The Boeing
Company Model 737-100, —200, —200C,
—300, —400, and —500 series airplanes,
certificated in any category.

(2) Installation of Supplemental Type
Certificate (STC) ST01219SE (http://
rgl.faa.gov/Regulatory and Guidance

Library/rgstc.nsf/0/ebd1cec7b301293e86257
cb30045557a/$FILE/ST01219SE.pdf) does
not affect the ability to accomplish the
actions required by this AD. Therefore, for
airplanes on which STC ST01219SE is
installed, a “change in product’ alternative
method of compliance (AMOC) approval
request is not necessary to comply with the
requirements of 14 CFR 39.17.

(d) Subject

Air Transport Association (ATA) of
America Code 57, Wings.

(e) Unsafe Condition

This AD was prompted by reports of
cracking in certain flanges, and the adjacent
web, of the wing outboard flap track at
certain positions, and a determination that
new inspections of certain flap track flanges
and webs forward of the rear spar attachment
are necessary. We are issuing this AD to
detect and correct cracking of the wing
outboard flap tracks. Cracking in the area
between the forward and rear spar
attachments of the wing outboard flap tracks
could lead to the inability of a principal
structural element to sustain required flight
loads, and result in loss of the outboard
trailing edge flap and consequent reduced
controllability of the airplane.

() Compliance

Comply with this AD within the
compliance times specified, unless already
done.

(g) Required Actions for Group 1 Airplanes

For airplanes identified as Group 1 in
Boeing Alert Requirements Bulletin 737—
57A1338 RB, dated September 25, 2017:
Within 120 days after the effective date of
this AD, do actions to correct the unsafe
condition using a method approved in
accordance with the procedures specified in
paragraph (1) of this AD.

(h) Required Actions

For airplanes not specified in paragraph (g)
of this AD: Except as required by paragraph
(i) of this AD, at the applicable times
specified in the “Compliance” paragraph of
Boeing Alert Requirements Bulletin 737-
57A1338 RB, dated September 25, 2017, do
all applicable actions identified in, and in
accordance with, the Accomplishment
Instructions of Boeing Alert Requirements
Bulletin 737-57A1338 RB, dated September
25, 2017.

Note 1 to paragraph (h) of this AD:
Guidance for accomplishing the actions
required by this AD can be found in Boeing
Alert Service Bulletin 737-57A1338, dated
September 25, 2017, which is referred to in
Boeing Alert Requirements Bulletin 737—
57A1338 RB, dated September 25, 2017.
Additional guidance can be found in Boeing
Information Notice 737-57A1338 IN 01,
dated October 16, 2017; Boeing Information
Notice 737-57A1338 IN 02, dated March 16,
2018; and Boeing Information Notice 737—
57A1338 IN 03, dated March 20, 2018.

(i) Exceptions to Service Information
Specifications

For purposes of determining compliance
with the requirements of this AD: Where

Boeing Alert Requirements Bulletin 737—
57A1338 RB, dated September 25, 2017, uses
the phrase “the original issue date of
Requirements Bulletin 737-57A1338 RB,”
this AD requires using “‘the effective date of
this AD.”

(j) Terminating Action for Requirements of
AD 2013-09-02

Accomplishment of the requirements
specified in paragraph (h) of this AD
terminates all requirements of AD 2013-09—
02.

(k) Parts Installation Limitation

As of the effective date of this AD, no
person may install, on any airplane, a wing
outboard flap track having a part number
listed in paragraph 1.B. of Boeing Alert
Requirements Bulletin 737-57A1338 RB,
dated September 25, 2017, unless the
inspections and corrective actions specified
in the Accomplishment Instructions of
Boeing Alert Requirements Bulletin 737—
57A1338 RB, dated September 25, 2017, are
accomplished prior to or concurrently with
the part’s installation on the airplane.

(1) Alternative Methods of Compliance
(AMOCs)

(1) The Manager, Los Angeles ACO Branch,
FAA, has the authority to approve AMOCs
for this AD, if requested using the procedures
found in 14 CFR 39.19. In accordance with
14 CFR 39.19, send your request to your
principal inspector or local Flight Standards
District Office, as appropriate. If sending
information directly to the manager of the
certification office, send it to the attention of
the person identified in paragraph (m)(1) of
this AD. Information may be emailed to: 9-
ANM-LAACO-AMOC-Requests@faa.gov.

(2) Before using any approved AMOC,
notify your appropriate principal inspector,
or lacking a principal inspector, the manager
of the local flight standards district office/
certificate holding district office.

(3) An AMOC that provides an acceptable
level of safety may be used for any repair,
modification, or alteration required by this
AD if it is approved by the Boeing
Commercial Airplanes Organization
Designation Authorization (ODA) that has
been authorized by the Manager, Los Angeles
ACO Branch, to make those findings. To be
approved, the repair method, modification
deviation, or alteration deviation must meet
the certification basis of the airplane, and the
approval must specifically refer to this AD.

(m) Related Information

(1) For more information about this AD,
contact Payman Soltani, Aerospace Engineer,
Airframe Section, FAA, Los Angeles ACO
Branch, 3960 Paramount Boulevard,
Lakewood, CA 90712 4137; phone: 562—627—
5313; fax: 562—627-5210; email:
payman.soltani@faa.gov.

(2) Service information identified in this
AD that is not incorporated by reference is
available at the addresses specified in
paragraphs (n)(3) and (n)(4) of this AD.

(n) Material Incorporated by Reference

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

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

(i) Boeing Alert Requirements Bulletin
737-57A1338 RB, dated September 25, 2017.

(ii) Reserved.

(3) For service information identified in
this AD, contact Boeing Commercial
Airplanes, Attention: Contractual & Data
Services (C&DS), 2600 Westminster Blvd.,
MC 110-SK57, Seal Beach, CA 90740 5600;
telephone 562-797-1717; internet https://
www.myboeingfleet.com.

(4) You may view this service information
at the FAA, Transport Standards Branch,
2200 South 216th St., Des Moines, WA. For
information on the availability of this
material at the FAA, call 206-231-3195.

(5) You may view this service information
that is incorporated by reference at the
National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA, call
202-741-6030, or go to: http://www.archives.
gov/federal-register/cfr/ibr-locations.html.

Issued in Des Moines, Washington, on
August 24, 2018.
James Cashdollar,

Acting Director, System Oversight Division,
Aircraft Certification Service.

[FR Doc. 2018-19185 Filed 9-12—18; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2018—-0418; Product
Identifier 2017-SW-016—AD; Amendment
39-19390; AD 2018-18-11]

RIN 2120-AA64
Airworthiness Directives; Airbus
Helicopters

AGENCY: Federal Aviation
Administration (FAA), DOT.
ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for Airbus
Helicopters Model AS-365N2 and AS
365 N3 helicopters with a lower strobe
light installed. This AD requires
installing a cable mount, inspecting the
lower strobe light wiring harness, and
re-routing the wiring harness. This AD
was prompted by reports of interference
between the lower strobe light wiring
harness and the helicopter structure.
The actions of this AD are intended to
prevent an unsafe condition on these
helicopters.

DATES: This AD is effective October 18,
2018.

The Director of the Federal Register
approved the incorporation by reference

of a certain document listed in this AD
as of October 18, 2018.

ADDRESSES: For service information
identified in this final rule, contact
Airbus Helicopters, 2701 N. Forum
Drive, Grand Prairie, TX 75052;
telephone (972) 641-0000 or (800) 232—
0323; fax (972) 641-3775; or at http://
www.helicopters.airbus.com/website/
en/ref/Technical-Support 73.html. You
may review the referenced service
information at the FAA, Office of the
Regional Counsel, Southwest Region,
10101 Hillwood Pkwy., Room 6N-321,
Fort Worth, TX 76177. It is also
available on the internet at http://
www.regulations.gov by searching for
and locating Docket No. FAA-2018—
0418.

Examining the AD Docket

You may examine the AD docket on
the internet at http://
www.regulations.gov by searching for
and locating Docket No. FAA-2018—
0418; or in person at Docket Operations
between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.
The AD docket contains this AD, the
European Aviation Safety Agency
(EASA) AD, any incorporated-by-
reference service information, the
economic evaluation, any comments
received, and other information. The
street address for Docket Operations
(phone: 800-647-5527) is U.S.
Department of Transportation, Docket
Operations, M—30, West Building
Ground Floor, Room W12-140, 1200
New Jersey Avenue SE, Washington, DC
20590.

FOR FURTHER INFORMATION CONTACT:
George Schwab, Aviation Safety
Engineer, Safety Management Section,
Rotorcraft Standards Branch, FAA,
10101 Hillwood Pkwy., Fort Worth, TX
76177; telephone (817) 222—-5110; email
george.schwab@faa.gov.
SUPPLEMENTARY INFORMATION:

Discussion

On May 11, 2018, at 83 FR 21964, the
Federal Register published our notice of
proposed rulemaking (NPRM), which
proposed to amend 14 CFR part 39 by
adding an AD that would apply to
Airbus Helicopters Model AS—-365N2
and AS 365 N3 helicopters with a lower
strobe light installed.

The NPRM proposed to require
installing a cable mount on the
helicopter structure and inspecting the
lower strobe light electrical harness and
the electrical harness between the cut-
off connector and Frame 2000 for torn
spiral tape and for any chafing on the
harness cables. If the spiral tape is torn,
the NPRM proposed to require replacing

the spiral tape. If there is any chafing on
the cable, the NPRM proposed to require
replacing the harness. The proposed
requirements were intended to prevent
interference between the lower strobe
light electrical harness wiring and the
helicopter structure, which could result
in chafing of an electrical harness
adjacent to the inboard fuel tank vapor
space, a fuel tank fire, and subsequent
loss of control of the helicopter.

The NPRM was prompted by AD No.
2016-0258, dated December 16, 2016,
issued by EASA, which is the Technical
Agent for the Member States of the
European Union, to correct an unsafe
condition for Airbus Helicopters Model
AS 365 N2 and AS 365 N3 helicopters
with certain serial numbers and
configurations. EASA advises of in-
production helicopters with lower
strobe light wiring harnesses that were
interfering with either the helicopter
structure or the adjacent fuel tank
support. EASA further states that an
investigation determined that the
electrical harnesses of these lower
strobe lights were manufactured with
additional length to facilitate removal
and installation of the lower strobe light
assembly. However, the additional
length of wiring in the harness was not
properly secured to the helicopter
structure. According to EASA, this
could result in chafing of the harness on
the helicopter structure, creating an
ignition source adjacent to the inboard
fuel tank vapor space, and result in a
fuel tank fire.

To address this unsafe condition, the
EASA AD requires installing a cable
mount, inspecting the lower strobe light
electrical harness for damage, and re-
routing the electrical harness.

Comments

We gave the public the opportunity to
participate in developing this AD, but
we did not receive any comments on the
NPRM.

FAA’s Determination

These helicopters have been approved
by the aviation authority of France and
are approved for operation in the United
States. Pursuant to our bilateral
agreement with France, EASA, its
technical representative, has notified us
of the unsafe condition described in the
EASA AD. We are issuing this AD
because we evaluated all information
provided by EASA and determined the
unsafe condition exists and is likely to
exist or develop on other helicopters of
these same type designs and that air
safety and the public interest require
adopting the AD requirements as
proposed.


http://www.helicopters.airbus.com/website/en/ref/Technical-Support_73.html
http://www.helicopters.airbus.com/website/en/ref/Technical-Support_73.html
http://www.helicopters.airbus.com/website/en/ref/Technical-Support_73.html
http://www.archives.gov/federal-register/cfr/ibr-locations.html
http://www.archives.gov/federal-register/cfr/ibr-locations.html
https://www.myboeingfleet.com
https://www.myboeingfleet.com
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
mailto:george.schwab@faa.gov
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Differences Between This AD and the
EASA AD

The EASA AD limits the applicability
to helicopters with a lower strobe light
installed and with certain serial
numbers or that are in a configuration
based upon a modification, service
information, or engineering drawings.
This AD applies to all Model AS-365N2
and AS 365 N3 helicopters with a lower
strobe light installed.

Related Service Information Under 1
CFR Part 51

We reviewed Airbus Helicopters Alert
Service Bulletin No. AS365—-05.00.73,
Revision 1, dated December 12, 2016,
which specifies procedures for
inspecting the lower strobe light
electrical harness for interference and
chafing with the helicopter structure
and also specifies procedures for
installing a cable mount to secure the
electrical harness. These procedures
correspond to Airbus Helicopters
modification (MOD) 365P084778.00.

This service information is reasonably
available because the interested parties
have access to it through their normal
course of business or by the means
identified in the ADDRESSES section.

Costs of Compliance

We estimate that this AD affects 30
helicopters of U.S. Registry. We estimate
that operators may incur the following
costs in order to comply with this AD.

At an average labor rate of $85 per
work-hour, installing a cable mount and
inspecting the strobe light wiring
harnesses requires about 1 work-hour,
and required parts cost about $50, for a
cost of $135 per helicopter and a total
cost of $4,050 to all U.S. operators.

If required, replacing torn spiral tape
requires about 1 work-hour, and
required parts cost $45, for a cost of
$130 per helicopter.

If required, replacing a chafed wiring
harness between the cut-off connector
and Frame 2000 requires about 3 work-
hours, and required parts cost $90, for
a cost of $345 per helicopter.

If required, replacing a chafed lower
strobe light wiring harness requires
about 3 work-hours, and required parts
cost $154, for a cost of $409 per
helicopter.

Authority for This Rulemaking

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

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

Regulatory Findings

This AD will not have federalism
implications under Executive Order
13132. This AD will not have a
substantial direct effect on the States, on
the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.

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

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

(2) Is not a “significant rule” under
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979);

(3) Will not affect intrastate aviation
in Alaska to the extent that it justifies
making a regulatory distinction; and

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

We prepared an economic evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding

the following new airworthiness

directive (AD):

2018-18-11 Airbus Helicopters:
Amendment 39-19390; Docket No.

FAA—-2018-0418; Product Identifier
2017-SW-016—-AD.

(a) Applicability
This AD applies to Airbus Helicopters
Model AS-365N2 and AS 365 N3

helicopters, certificated in any category, with
a lower strobe light installed.

(b) Unsafe Condition

This AD defines the unsafe condition as
interference between the lower strobe light
electrical harness wiring and the helicopter
structure. This condition could result in
chafing of an electrical harness adjacent to
the inboard fuel tank vapor space, a fuel tank
fire, and subsequent loss of control of the
helicopter.

(c) Effective Date

This AD becomes effective October 18,
2018.

(d) Compliance

You are responsible for performing each
action required by this AD within the
specified compliance time unless it has
already been accomplished prior to that time.

(e) Required Actions

Within 50 hours time-in-service:

(1) Install cable mount part number (P/N)
ASMS-A to the helicopter structure as
depicted in Figure 1, Detail A and Detail C,
of Airbus Helicopters Alert Service Bulletin
No. AS365-05.00.73, Revision 1, dated
December 12, 2016 (ASB AS365-05.00.73).

(2) Inspect the lower strobe light harness
and the harness between the cut-off
connector and Frame 2000 for tears in the
spiral tape and for chafing of the harness
wires. If there is a tear in the spiral tape,
before further flight, replace the spiral tape.
If there is any chafing, before further flight,
replace the chafed harness.

(3) Route the lower strobe light harness and
the harness between the cut-off connector
and Frame 2000 and secure as depicted in
Figure 1, Detail A and Section B-B, of ASB
AS365-05.00.73.

Note 1 to paragraph (e) of this AD: Airbus
Helicopters identifies the actions in ASB
AS365-05.00.73 as Modification
365P084778.00.

(f) Alternative Methods of Compliance
(AMOCs)

(1) The Manager, Safety Management
Section, Rotorcraft Standards Branch, FAA,
may approve AMOCs for this AD. Send your
proposal to: George Schwab, Aviation Safety
Engineer, Safety Management Section,
Rotorcraft Standards Branch, FAA, 10101
Hillwood Pkwy., Fort Worth, TX 76177;
telephone (817) 222-5110; email 9-ASW-
FTW-AMOC-Requests@faa.gov.

(2) For operations conducted under a 14
CFR part 119 operating certificate or under
14 CFR part 91, subpart K, we suggest that
you notify your principal inspector, or
lacking a principal inspector, the manager of
the local flight standards district office or
certificate holding district office, before
operating any aircraft complying with this
AD through an AMOC.


mailto:9-ASW-FTW-AMOC-Requests@faa.gov
mailto:9-ASW-FTW-AMOC-Requests@faa.gov
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(g) Additional Information

The subject of this AD is addressed in
European Aviation Safety Agency (EASA) AD
No. 2016—-0258, dated December 30, 2016.
You may view the EASA AD on the internet
at http://www.regulations.gov in Docket No.
FAA-2018-0418.

(h) Subject

Joint Aircraft Service Component (JASC)
Code: 3340, Lights.

(i) Material Incorporated by Reference

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

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

(i) Airbus Helicopters Alert Service
Bulletin No. AS365-05.00.73, Revision 1,
dated December 12, 2016.

(ii) Reserved.

(3) For Airbus Helicopters service
information identified in this AD, contact
Airbus Helicopters, 2701 N. Forum Drive,
Grand Prairie, TX 75052; telephone (972)
641-0000 or (800) 232—-0323; fax (972) 641—
3775; or at http://www.helicopters.airbus.
com/website/en/ref/Technical-Support
73.html.

(4) You may view this service information
at FAA, Office of the Regional Counsel,
Southwest Region, 10101 Hillwood Pkwy.,
Room 6N-321, Fort Worth, TX 76177. For
information on the availability of this
material at the FAA, call (817) 222-5110.

(5) You may view this service information
that is incorporated by reference at the
National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA, call
(202) 741-6030, or go to: http://
www.archives.gov/federal-register/cfr/ibr-
locations.html.

Issued in Fort Worth, Texas, on August 28,
2018.
Scott A. Horn,

Deputy Director for Regulatory Operations,
Compliance & Airworthiness Division,
Aircraft Certification Service.

[FR Doc. 2018—-19432 Filed 9-12-18; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2017-1202; Airspace
Docket No. 17-AWP-31]

RIN 2120-AA66
Establishment of Class E Airspace,
Los Angeles, CA

AGENCY: Federal Aviation
Administration (FAA), DOT.
ACTION: Final rule.

SUMMARY: This action establishes Class
E en route airspace extending upward
from 1,200 feet above the surface to
accommodate instrument flight rules
(IFR) aircraft under control of the Los
Angeles Air Route Traffic Control
Center (ARTCC), Los Angeles, CA.
Establishment of this airspace area
would ensure controlled airspace exists
in those areas where the Federal airway
structure is inadequate. This action also
corrects an error in one of the longitude
coordinates in the airspace description.
DATES: Effective 0901 UTC, November 8,
2018. The Director of the Federal
Register approves this incorporation by
reference action under Title 1, Code of
Federal Regulations, part 51, subject to
the annual revision of FAA Order
7400.11 and publication of conforming
amendments.
ADDRESSES: FAA Order 7400.11B,
Airspace Designations and Reporting
Points, and subsequent amendments can
be viewed online at http://www.faa.gov/
air traffic/publications/. For further
information, you can contact the
Airspace Policy Group, Federal Aviation
Administration, 800 Independence
Avenue SW, Washington, DC 20591;
telephone: (202) 267—-8783. The Order is
also available for inspection at the
National Archives and Records
Administration (NARA). For
information on the availability of this
material at NARA, call (202) 741-6030,
or go to https://www.archives.gov/
federal-register/cfr/ibr-locations.html.
FAA Order 7400.11, Airspace
Designations and Reporting Points, is
published yearly and effective on
September 15.
FOR FURTHER INFORMATION CONTACT: Tom
Clark, Federal Aviation Administration,
Operations Support Group, Western
Service Center, 2200 S 216th Street, Des
Moines, WA 98198; telephone (206)
231-2253.
SUPPLEMENTARY INFORMATION:

Authority for This Rulemaking

The FAA’s authority to issue rules
regarding aviation safety is found in
Title 49 of the United States Code.
Subtitle I, Section 106 describes the
authority of the FAA Administrator.
Subtitle VII, Aviation Programs,
describes in more detail the scope of the
agency’s authority. This rulemaking is
promulgated under the authority
described in Subtitle VII, Part A,
Subpart I, Section 40103. Under that
section, the FAA is charged with
prescribing regulations to assign the use
of airspace necessary to ensure the
safety of aircraft and the efficient use of
airspace. This regulation is within the
scope of that authority as it establishes

Class E en route airspace extending
upward from 1,200 feet above the
surface to support IFR aircraft under
control of the Los Angeles ARTCC, Los
Angeles, CA.

History

The FAA published a notice of
proposed rulemaking (NPRM) in the
Federal Register (83 FR 24050; May 24,
2018) for Docket No. FAA-2017-1202 to
establish Class E en route airspace
extending 1,200 feet above the surface
for IFR aircraft under control of the Los
Angeles ARTCC, Los Angeles, CA.
Interested parties were invited to
participate in this rulemaking effort by
submitting written comments on the
proposal to the FAA. One comment was
received in support of this action.

Subsequent to publication, a
typographical error was discovered in
one of the coordinates listed in the
airspace description. The longitude
coordinate of “lat. 32°32°03” N, long.
117°07’25” W” is amended to “lat.
32°32’03” N, long. 117°07°29” W” to
correct the error.

Class E airspace designations are
published in paragraph 6006 of FAA
Order 7400.11B, dated August 3, 2017,
and effective September 15, 2017, which
is incorporated by reference in 14 CFR
71.1. The Class E airspace designation
listed in this document will be
published subsequently in the Order.

Availability and Summary of
Documents for Incorporation by
Reference

This document amends FAA Order
7400.11B, Airspace Designations and
Reporting Points, dated August 3, 2017,
and effective September 15, 2017. FAA
Order 7400.11B is publicly available as
listed in the ADDRESSES section of this
document. FAA Order 7400.11B lists
Class A, B, C, D, and E airspace areas,
air traffic service routes, and reporting
points.

The Rule

The FAA is amending Title 14 Code
of Federal Regulations (14 CFR) part 71
by establishing Class E en route airspace
extending upward from 1,200 feet above
the surface to accommodate instrument
flight rules (IFR) aircraft under control
of the Los Angeles Air Route Traffic
Control Center (ARTCC), Los Angeles,
CA to ensure controlled airspace exists
in those areas where the Federal airway
structure is inadequate.

Regulatory Notices and Analyses

The FAA has determined that this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are


http://www.helicopters.airbus.com/website/en/ref/Technical-Support_73.html
http://www.helicopters.airbus.com/website/en/ref/Technical-Support_73.html
http://www.helicopters.airbus.com/website/en/ref/Technical-Support_73.html
https://www.archives.gov/federal-register/cfr/ibr-locations.html
https://www.archives.gov/federal-register/cfr/ibr-locations.html
http://www.archives.gov/federal-register/cfr/ibr-locations.html
http://www.archives.gov/federal-register/cfr/ibr-locations.html
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necessary to keep them operationally
current, is non-controversial and
unlikely to result in adverse or negative
comments. It, therefore: (1) Is not a
“significant regulatory action” under
Executive Order 12866; (2) is not a
“significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034; February 26, 1979); and (3)
does not warrant preparation of a
Regulatory Evaluation as the anticipated
impact is so minimal. Since this is a
routine matter that only affects air traffic
procedures and air navigation, it is
certified that this rule, when
promulgated, will not have a significant
economic impact on a substantial
number of small entities under the
criteria of the Regulatory Flexibility Act.

Environmental Review

The FAA has determined that this
action qualifies for categorical exclusion
under the National Environmental
Policy Act in accordance with FAA
Order 1050.1F, “Environmental
Impacts: Policies and Procedures,”
paragraph 5—6.5a. This airspace action
is not expected to cause any potentially
significant environmental impacts, and
no extraordinary circumstances exist
that warrant preparation of an
environmental assessment.

Lists of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

Adoption of the Amendment

In consideration of the foregoing, the
Federal Aviation Administration
amends 14 CFR part 71 as follows:

PART 71—DESIGNATION OF CLASS A,
B, C, D, AND E AIRSPACE AREAS; AIR
TRAFFIC SERVICE ROUTES; AND
REPORTING POINTS

m 1. The authority citation for part 71
continues to read as follows:

Authority: 49 U.S.C. 106(f), 106(g); 40103,
40113, 40120; E.O. 10854, 24 FR 9565, 3 CFR,
1959-1963 Comp., p. 389.

§71.1 [Amended]

m 2. The incorporation by reference in
14 CFR 71.1 of FAA Order 7400.11B,
Airspace Designations and Reporting
Points, dated August 3, 2017, and
effective September 15, 2017, is
amended as follows:

Paragraph 6006 En Route Domestic
Airspace Areas.
* * * * *

AWP CAE6 Los Angeles, CA [NEW]

That airspace extending upward from
1,200 feet above the surface within an area
bounded by lat. 35°17°00” N, long. 121°25’28”

W; to lat. 35°32°00” N, long. 120°51°00” W;
to lat. 35°37°00” N, long. 120°3345” W; to lat.
120°28’30” W; to lat.
120°17’17” W; to lat.
120°13’55” W; to lat.
120°07°00” W; to lat.
119°55’03” W; to lat.
119°42’46” W; to lat.
119°34’35” W; to lat.
119°29°25” W; to lat.
119°22°20” W; to lat.
119°12’30” W; to lat.
119°10°00” W; to lat.
119°02°20” W; to lat.
119°00°00” W; to lat.
118°35°00” W; to lat.
118°35’00” W; to lat.
118°35’00” W; to lat.
118°35’00” W; to lat.
118°35’03” W; to lat.
118°26’00” W; to lat.
118°00°00” W; to lat.
117°20°00” W; to lat.
117°00”30” W; to lat.
117°04’33” W; to lat.
117°05’41” W; to lat.
117°05’41” W; to lat.
116°50°00” W; to lat.
116°26’03” W; to lat.
116°11°03” W; to lat.
114°42’06” W; to lat.
114°30°03” W; to lat.
114°12°03” W; to lat.
113°42°03” W; to lat.
113°42°01” W; to lat.
113°47°00” W; to lat.
113°00°00” W; to lat.
112°25’19” W; to lat.
111°53’45” W; to lat.
111°52’45” W; to lat.
111°43’06” W; to lat.
111°36°30” W; to lat.
111°32°08” W; to lat.
111°30°15” W; to lat.
111°50°30” W; to lat.
112°00°00” W; to lat.
112°09°11” W; to lat.
112°40°00” W; to lat.
112°55’40” W; to lat.
113°37°00” W; to lat.
113°42°00” W; to lat.
114°00°00” W; to lat.
114°00°00” W; to lat.
114°00°00” W; to lat.
113°41°05” W; to lat.
113°30°46” W; to lat.
113°30°30” W; to lat.
114°00°00” W; to lat.
114°48’47” W; to lat.
114°43’07” W; to lat.
115°48’30” W; to lat.
117°07°29” W; to lat.
117°24’38” W; to lat.
118°29’51” W; to lat.
119°44’49” W; to lat.
120°40°02” W; to lat.
121°10°09” W, thence to

35°38730” N, long.
35°41’58” N, long.
35°43’00” N, long.
35°45’00” N, long.
35°43'11” N, long.
35°41°04” N, long.
35°3939” N, long.
35°38743” N, long.
35°49’40” N, long.
36°04’30” N, long.
36°08’00” N, long.
36°08’00” N, long.
36°08’00” N, long.
36°08’00” N, long.
36°34’15” N, long.
36°45’45” N, long.
37°04’50” N, long.
37°1200” N, long.
37°1200” N, long.
37°1200” N, long.
37°12’00” N, long.
37°22’00” N, long.
37°26730” N, long.
37°33’00” N, long.
37°53’00” N, long.
37°53’00” N, long.
37°5300” N, long.
37°53’00” N, long.
37°5959” N, long.
38°01’00” N, long.
38°01’00” N, long.
37°53’44” N, long.
37°49'25” N, long.
37°43’00” N, long.
37°30°00” N, long.
37°27’22” N, long.
37°24’50” N, long.
37°24’45” N, long.
37°00718” N, long.
36°44’00” N, long.
36°3054” N, long.
36°25’15” N, long.
35°46’00” N, long.
35°24’00” N, long.
35°23’48” N, long.
35°23’00” N, long.
35°15’20” N, long.
34°5500” N, long.
34°52’00” N, long.
34°40°00” N, long.
33°24’00” N, long.
32°41’00” N, long.
32°44’15” N, long.
32°06’58” N, long.
32°06’00” N, long.
32°15’00” N, long.
32°2938” N, long.
32°43’07” N, long.
32°38730” N, long.
32°32°03” N, long.
32°24’00” N, long.
32°35’07” N, long.
33°04'49” N, long.
33°54’53” N, long.
34°5019” N, long.

the point of beginning, excluding that

airspace offshore beyond 12 miles of the

shoreline.

Issued in Seattle, Washington, on August
29, 2018.

Shawn M. Kozica,

Group Manager, Operations Support Group,
Western Service Center.

[FR Doc. 2018-19725 Filed 9-12—18; 8:45 am|
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2017-1145; Airspace
Docket No. 177-AWP-19]

RIN 2120-AA66
Amendment of Class E Airspace;
Kamuela, HI

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: This action amends Class E
surface area airspace and Class E
airspace extending upward from 700
feet above the surface at Waimea-Kohala
Airport, Kamuela, HI by modifying the
boundaries to only that area necessary
to contain instrument flight rules (IFR)
operations at the airport. The part-time
Notice to Airmen (NOTAM) status is
removed from Class E surface area
airspace, and references to the Kamuela
VOR/DME is removed from associated
Class E airspace areas above. Airspace
redesign is necessary as the FAA
transitions from ground-based to
satellite-based navigation for the safety
and management of the national
airspace system. Also, an editorial
change will be made removing the
airport name and replacing it with the
city in the airspace designators for the
above airspace areas.

DATES: Effective 0901 UTC, February 28,
2019. The Director of the Federal
Register approves this incorporation by
reference action under Title 1, Code of
Federal Regulations, part 51, subject to
the annual revision of FAA Order
7400.11 and publication of conforming
amendments.

ADDRESSES: FAA Order 7400.11B,
Airspace Designations and Reporting
Points, and subsequent amendments can
be viewed online at http://www.faa.gov/
air traffic/publications/. For further
information, you can contact the
Airspace Policy Group, Federal Aviation
Administration, 800 Independence
Avenue SW, Washington, DC 20591;
telephone: (202) 267—-8783. The Order is
also available for inspection at the
National Archives and Records
Administration (NARA). For


http://www.faa.gov/air_traffic/publications/
http://www.faa.gov/air_traffic/publications/
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information on the availability of this
material at NARA, call (202) 741-6030,
or go to https://www.archives.gov/
federal-register/cfr/ibr-locations.html.
FAA Order 7400.11, Airspace
Designations and Reporting Points, is
published yearly and effective on
September 15.
FOR FURTHER INFORMATION CONTACT: Tom
Clark, Federal Aviation Administration,
Operations Support Group, Western
Service Center, 2200 S 216th Street, Des
Moines, WA 98198; telephone (206)
231-2253.

SUPPLEMENTARY INFORMATION:

Authority for This Rulemaking

The FAA’s authority to issue rules
regarding aviation safety is found in
Title 49 of the United States Code.
Subtitle I, Section 106 describes the
authority of the FAA Administrator.
Subtitle VII, Aviation Programs,
describes in more detail the scope of the
agency’s authority. This rulemaking is
promulgated under the authority
described in Subtitle VII, Part A,
Subpart I, Section 40103. Under that
section, the FAA is charged with
prescribing regulations to assign the use
of airspace necessary to ensure the
safety of aircraft and the efficient use of
airspace. This regulation is within the
scope of that authority as it amends
Class E airspace at Waimea-Kohala
Airport, Kamuela, HI, in support of IFR
operations at the airport.

History

The FAA published a notice of
proposed rulemaking in the Federal
Register (83 FR 7433; February 21,
2018) for Docket No. FAA-2017-1145 to
amend Class E surface area airspace and
Class E airspace extending upward from
700 feet above the surface at Waimea-
Kohala Airport, Kamuela, HI. Interested
parties were invited to participate in
this rulemaking effort by submitting
written comments on the proposal to the
FAA. No comments were received.

Class E airspace designations are
published in paragraph 6002, and 6005,
respectively, of FAA Order 7400.11B,
dated August 3, 2017, and effective
September 15, 2017, which is
incorporated by reference in 14 CFR
71.1. The Class E airspace designation
listed in this document will be
published subsequently in the Order.

Availability and Summary of
Documents for Incorporation by
Reference

This document amends FAA Order
7400.11B, Airspace Designations and
Reporting Points, dated August 3, 2017,
and effective September 15, 2017. FAA
Order 7400.11B is publicly available as

listed in the ADDRESSES section of this
document. FAA Order 7400.11B lists
Class A, B, G, D, and E airspace areas,
air traffic service routes, and reporting
points.

The Rule

The FAA is amending Title 14 Code
of Federal Regulations (14 CFR) part 71
by removing the part-time NOTAM
status of Class E surface area airspace
and defining its boundaries with
reference to the Waimea-Kohala Airport,
Kamuela, HI (instead of the Kamuela
VOR/DME). Class E airspace extends
upward from the surface within the 4.3-
mile radius of Waimea-Kohala Airport,
and within 2.4 miles north and 1.8
miles south of the 069° bearing from the
airport extending from the 4.3-mile
radius to 7.3 miles east of the airport
(currently 1.8 miles northwest of and
2.6 miles southeast of the Kamuela VOR
063° radial, extending from the 4.3-mile
radius to 7.8 miles northeast of the
Kamuela VOR/DME).

Class E airspace extending upward
from 700 feet above the surface will be
modified to within a 4.3-mile radius
(from a 6.4-mile radius) of Waimea-
Kohala Airport and within 4.1 miles
each side of the 069° bearing from the
airport extending from the 4.3-mile
radius to 12.8 miles east of the airport,
and within 1.3 miles each side of the
244° bearing from the airport extending
from the 4.3-mile radius to 5.8 miles
southwest of the airport (currently 2
miles each side of the Kamuela VOR/
DME 068° radial, extending from the
6.4-mile radius 12.6 miles northeast of
the Kamuela VOR/DME, and within 2
miles each side of the Kamuela VOR/
DME 246° extending from the 6.4-mile
radius to 13.4 miles southwest of the
Kamuela VOR/DME). This airspace
redesign expands the airspace areas
slightly northeast and reduces the
airspace from southeast clockwise to
north to only that area necessary to
contain IFR operations at the airport.

Additionally, an editorial change
replaces Waimea-Kohala Airport, HI,
with Kameula, HI, in the airspace
designation of the above classes of
airspace to comply with a recent change
to FAA Order 7400.2L, Procedures for
Handling Airspace Matters.

Regulatory Notices and Analyses

The FAA has determined that this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current, is non-controversial and
unlikely to result in adverse or negative
comments. It, therefore: (1) Is not a
“significant regulatory action”” under

Executive Order 12866; (2) is not a
“significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034; February 26, 1979); and (3)
does not warrant preparation of a
Regulatory Evaluation as the anticipated
impact is so minimal. Since this is a
routine matter that only affects air traffic
procedures and air navigation, it is
certified that this rule, when
promulgated, will not have a significant
economic impact on a substantial
number of small entities under the
criteria of the Regulatory Flexibility Act.

Environmental Review

The FAA has determined that this
action qualifies for categorical exclusion
under the National Environmental
Policy Act in accordance with FAA
Order 1050.1F, “Environmental
Impacts: Policies and Procedures,”
paragraph 5-6.5a. This airspace action
is not expected to cause any potentially
significant environmental impacts, and
no extraordinary circumstances exist
that warrant preparation of an
environmental assessment.

Lists of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

Adoption of the Amendment

In consideration of the foregoing, the
Federal Aviation Administration
amends 14 CFR part 71 as follows:

PART 71—DESIGNATION OF CLASS A,
B, C, D, AND E AIRSPACE AREAS; AIR
TRAFFIC SERVICE ROUTES; AND
REPORTING POINTS

m 1. The authority citation for part 71
continues to read as follows:

Authority: 49 U.S.C. 106(f), 106(g); 40103,
40113, 40120; E.O. 10854, 24 FR 9565, 3 CFR,
1959-1963 Comp., p. 389.

§71.1 [Amended]

m 2. The incorporation by reference in
14 CFR 71.1 of FAA Order 7400.11B,
Airspace Designations and Reporting
Points, dated August 3, 2017, and
effective September 15, 2017, is
amended as follows:

Paragraph 6002 Class E Airspace Areas
Designated as Surface Areas.
* * * * *

AWP HI E2 Kamuela, HI [Amended]

Waimea-Kohala Airport, HI

(Lat. 20°00°05” N, long. 155°40°05” W)

That airspace extending upward from the
surface within a 4.3-mile radius of Waimea-
Kohala Airport, and within 2.4 miles north
and 1.8 miles south of the 069° bearing from
the airport extending from the 4.3-mile
radius to 7.3 miles east of the airport.


https://www.archives.gov/federal-register/cfr/ibr-locations.html
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Paragraph 6005 Class E Airspace Areas
Extending Upward From 700 Feet or More
Above the Surface of the Earth.

* * * * *

AWP HI E5 Kamuela, HI [Amended]

Waimea-Kohala Airport, HI

(Lat. 20°00°05” N, long. 155°40°05” W)

That airspace extending upward from 700
feet above the surface within a 4.3-mile
radius of Waimea-Kohala Airport, and within
4.1 miles each side of the 069° bearing from
the airport extending from the 4.3-mile
radius to 12.8 miles east of the airport, and
within 1.3 miles each side of the 244° bearing
from the airport extending from the 4.3-mile
radius to 5.8 miles southwest of the airport.

Issued in Seattle, Washington, on
September 5, 2018.
Shawn M. Kozica,

Group Manager, Operations Support Group,
Western Service Center.

[FR Doc. 2018-19727 Filed 9-12—-18; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2018-0018; Airspace
Docket No. 17-AGL-20]

RIN 2120-AA66
Establishment of Class E Airspace;
Washington Island, WI

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: This action establishes Class
E airspace extending upward from 700
feet above the surface, at Washington
Island Airport, Washington Island, WL
Controlled airspace is necessary to
accommodate new standard instrument
approach procedures developed at
Washington Island Airport, for the
safety and management of instrument
flight rules (IFR) operations.

DATES: Effective 0901 UTC, November 8,
2018. The Director of the Federal
Register approves this incorporation by
reference action under Title 1, Code of
Federal Regulations, part 51, subject to
the annual revision of FAA Order
7400.11 and publication of conforming
amendments.

ADDRESSES: FAA Order 7400.11B,
Airspace Designations and Reporting
Points, and subsequent amendments can
be viewed online at http://www.faa.gov/
air traffic/publications/. For further
information, you can contact the
Airspace Policy Group, Federal Aviation
Administration, 800 Independence
Avenue SW, Washington, DC 20591;

telephone: (202) 267—-8783. The Order is
also available for inspection at the
National Archives and Records
Administration (NARA). For
information on the availability of FAA
Order 7400.11B at NARA, call (202)
741-6030, or go to https://
www.archives.gov/federal-register/cfr/
ibr-locations.html.

FAA Order 7400.11, Airspace
Designations and Reporting Points, is
published yearly and effective on
September 15.

FOR FURTHER INFORMATION CONTACT:
Rebecca Shelby, Federal Aviation
Administration, Operations Support
Group, Central Service Center, 10101
Hillwood Parkway, Fort Worth, TX
76177; telephone (817) 222-5857.
SUPPLEMENTARY INFORMATION:

Authority for This Rulemaking

The FAA’s authority to issue rules
regarding aviation safety is found in
Title 49 of the United States Code.
Subtitle I, Section 106 describes the
authority of the FAA Administrator.
Subtitle VII, Aviation Programs,
describes in more detail the scope of the
agency’s authority. This rulemaking is
promulgated under the authority
described in Subtitle VII, Part A,
Subpart I, Section 40103. Under that
section, the FAA is charged with
prescribing regulations to assign the use
of airspace necessary to ensure the
safety of aircraft and the efficient use of
airspace. This regulation is within the
scope of that authority as it establishes
Class E airspace extending upward from
700 feet above the surface, at
Washington Island Airport, Washington
Island, WI to support IFR operations at
the airport.

History

On March 23, 2018, the FAA
published in the Federal Register (83
FR 12688) Docket No. FAA-2018-0018,
a notice of proposed rulemaking
(NPRM) to establish Class E airspace
extending upward from 700 feet above
the surface, at Washington Island
Airport, Washington Island, WL
Interested parties were invited to
participate in this rulemaking effort by
submitting written comments on the
proposal to the FAA. No comments
were received.

Availability and Summary of
Documents for Incorporation by
Reference

This document amends FAA Order
7400.11B, Airspace Designations and
Reporting Points, dated August 3, 2017,
and effective September 15, 2017. FAA
Order 7400.11B is publicly available as
listed in the ADDRESSES section of this

document. FAA Order 7400.11B lists
Class A, B, G, D, and E airspace areas,
air traffic service routes, and reporting
points.

The Rule

This amendment to Title 14, Code of
Federal Regulations (14 CFR) part 71
establishes Class E airspace extending
upward from 700 feet above the surface
to within a 6.0-mile radius of
Washington Island Airport, Washington
Island, WI.

Controlled airspace is necessary to
accommodate new standard instrument
approach procedures developed at
Washington Island Airport, and for the
safety and management of instrument
flight rules (IFR) operations.

Regulatory Notices and Analyses

The FAA has determined that this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current, is non-controversial and
unlikely to result in adverse or negative
comments. It, therefore: (1) Is not a
“significant regulatory action” under
Executive Order 12866; (2) is not a
“significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034; February 26, 1979); and (3)
does not warrant preparation of a
regulatory evaluation as the anticipated
impact is so minimal. Since this is a
routine matter that only affects air traffic
procedures and air navigation, it is
certified that this rule, when
promulgated, does not have a significant
economic impact on a substantial
number of small entities under the
criteria of the Regulatory Flexibility Act.

Environmental Review

The FAA has determined that this
action qualifies for categorical exclusion
under the National Environmental
Policy Act in accordance with FAA
Order 1050.1F, “Environmental
Impacts: Policies and Procedures,”
paragraph 5-6.5.a. This airspace action
is not expected to cause any potentially
significant environmental impacts, and
no extraordinary circumstances exist
that warrant preparation of an
environmental assessment.

Lists of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).
Adoption of the Amendment

In consideration of the foregoing, the

Federal Aviation Administration
amends 14 CFR part 71 as follows:


https://www.archives.gov/federal-register/cfr/ibr-locations.html
https://www.archives.gov/federal-register/cfr/ibr-locations.html
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PART 71—DESIGNATION OF CLASS A,
B, C, D, AND E AIRSPACE AREAS; AIR
TRAFFIC SERVICE ROUTES; AND
REPORTING POINTS

m 1. The authority citation for part 71
continues to read as follows:
Authority: 49 U.S.C. 106(f), 106(g); 40103,

40113, 40120; E.O. 10854, 24 FR 9565, 3 CFR,
1959-1963 Comp., p. 389.

§71.1 [Amended]

m 2. The incorporation by reference in
14 CFR 71.1 of FAA Order 7400.11B,
Airspace Designations and Reporting
Points, dated August 3, 2017, and
effective September 15, 2017, is
amended as follows:

Paragraph 6005 Class E Airspace Areas
Extending Upward From 700 Feet or More
Above the Surface of the Earth.

* * * * *

AGL WIE5 Washington Island, WI [New]

Washington Island Airport, WI

(Lat. 45°23"18” N, long. 86°55'27” W)

That airspace extending upward from 700
feet above the surface within a 6-mile radius
of the Washington Island Airport.

Issued in Fort Worth, Texas, on September
5, 2018.
Walter Tweedy,

Acting Manager, Operations Support Group,
ATO Central Service Center.

[FR Doc. 2018-19713 Filed 9-12-18; 8:45 am]|
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2017-1088; Airspace
Docket No. 177-AWP-25]

RIN-2120-AA66
Revocation of Class E Airspace; Crows
Landing, CA

AGENCY: Federal Aviation
Administration (FAA), DOT.
ACTION: Final rule.

SUMMARY: This action removes Class E
airspace extending upward from 1,200
feet above the surface at Crows Landing
Airport, Crows Landing, CA. This
airspace is wholly contained within the
Sacramento en route airspace area and
duplication is not necessary.

DATES: Effective 0901 UTC, November 8,
2018. The Director of the Federal
Register approves this incorporation by
reference action under Title 1, Code of
Federal Regulations, part 51, subject to
the annual revision of FAA Order
7400.11 and publication of conforming
amendments.

ADDRESSES: FAA Order 7400.11B,
Airspace Designations and Reporting
Points, and subsequent amendments can
be viewed online at http://www.faa.gov/
air_traffic/publications/. For further
information, you can contact the
Airspace Policy Group, Federal Aviation
Administration, 800 Independence
Avenue SW, Washington, DC 20591;
telephone: (202) 267—-8783. The Order is
also available for inspection at the
National Archives and Records
Administration (NARA).

For information on the availability of
this material at NARA, call (202) 741—
6030, or go to https://www.archives.gov/
federal-register/cfr/ibr-locations.html.

FAA Order 7400.11, Airspace
Designations and Reporting Points, is
published yearly and effective on
September 15.

FOR FURTHER INFORMATION CONTACT:
Richard Roberts, Federal Aviation
Administration, Operations Support
Group, Western Service Center, 2200 S
216th Street, Des Moines, WA, 98198—
6547; telephone (206) 231-2245.

SUPPLEMENTARY INFORMATION:
Authority for This Rulemaking

The FAA’s authority to issue rules
regarding aviation safety is found in
Title 49 of the United States Code.
Subtitle I, Section 106 describes the
authority of the FAA Administrator.
Subtitle VII, Aviation Programs,
describes in more detail the scope of the
agency’s authority. This rulemaking is
promulgated under the authority
described in Subtitle VII, Part A,
Subpart I, Section 40103. Under that
section, the FAA is charged with
prescribing regulations to assign the use
of airspace necessary to ensure the
safety of aircraft and the efficient use of
airspace. This regulation is within the
scope of that authority as it clarifies
airspace designations by eliminating the
redundancy.

History

The FAA published a notice of
proposed rulemaking in the Federal
Register (83 FR 8207; February 26,
2018) for Docket No. FAA—2017—-1088 to
remove Class E airspace extending
upward from 1,200 feet above the
surface at Crows Landing Airport,
Crows Landing, CA, as the airspace
already is contained within Class E en
route airspace (see 82 FR 27988; June
20, 2017). Interested parties were
invited to participate in this rulemaking
effort by submitting written comments
on the proposal to the FAA. No
comments were received.

Class E airspace designations are
published in paragraph 6005 of FAA

Order 7400.11B, dated August 3, 2017,
and effective September 15, 2017, which
is incorporated by reference in 14 CFR
71.1. The Class E airspace designation
listed in this document will be
published subsequently in the Order.

Availability and Summary of
Documents for Incorporation by
Reference

This document amends FAA Order
7400.11B, Airspace Designations and
Reporting Points, dated August 3, 2017,
and effective September 15, 2017. FAA
Order 7400.11B is publicly available as
listed in the ADDRESSES section of this
document. FAA Order 7400.11B lists
Class A, B, G, D, and E airspace areas,
air traffic service routes, and reporting
points.

The Rule

This amendment to Title 14, Code of
Federal Regulations (14 CFR) part 71
removes Class E airspace extending
upward from 1,200 feet above the
surface at Crows Landing Airport,
Crows Landing, CA. This airspace is
wholly contained within the
Sacramento en route airspace area and
duplication is not necessary.

Regulatory Notices and Analyses

The FAA has determined that this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current, is non-controversial and
unlikely to result in adverse or negative
comments. It, therefore: (1) Is not a
“significant regulatory action” under
Executive Order 12866; (2) Is not a
“significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034; February 26, 1979); and (3)
does not warrant preparation of a
Regulatory Evaluation as the anticipated
impact is so minimal. Since this is a
routine matter that only affects air traffic
procedures and air navigation, it is
certified that this rule, when
promulgated, will not have a significant
economic impact on a substantial
number of small entities under the
criteria of the Regulatory Flexibility Act.

Environmental Review

The FAA has determined that this
action qualifies for categorical exclusion
under the National Environmental
Policy Act in accordance with FAA
Order 1050.1F, “Environmental
Impacts: Policies and Procedures,”
paragraph 5—6.5a. This airspace action
is not expected to cause any potentially
significant environmental impacts, and
no extraordinary circumstances exist


https://www.archives.gov/federal-register/cfr/ibr-locations.html
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that warrant preparation of an
environmental assessment.

Lists of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

Adoption of the Amendment

In consideration of the foregoing, the
Federal Aviation Administration
amends 14 CFR part 71 as follows:

PART 71—DESIGNATION OF CLASS A,
B, C, D, AND E AIRSPACE AREAS; AIR
TRAFFIC SERVICE ROUTES; AND
REPORTING POINTS

m 1. The authority citation for part 71
continues to read as follows:
Authority: 49 U.S.C. 106(f), 106(g); 40103,

40113, 40120; E.O. 10854, 24 FR 9565, 3 CFR,
1959-1963 Comp., p. 389.

§71.1 [Amended]

m 2. The incorporation by reference in
14 CFR 71.1 of FAA Order 7400.11B,
Airspace Designations and Reporting
Points, dated August 3, 2017, and
effective September 15, 2017, is
amended as follows:

Paragraph 6005 Class E Airspace Areas
Extending Upward From 700 Feet or More
Above the Surface of the Earth.

* * * * *

AWP CAE5 NASA Crows Landing, CA
[Removed]

Issued in Seattle, Washington, on
September 5, 2018.

Shawn M. Kozica,

Manager, Operations Support Group, Western
Service Center.

[FR Doc. 2018-19871 Filed 9-12—18; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2018-0632; Airspace
Docket No. 17-AWA-4]

RIN 2120-AA66

Amendment of Chicago Class B and
Chicago Class C Airspace; Chicago, IL

AGENCY: Federal Aviation
Administration (FAA), DOT.
ACTION: Final rule, technical
amendment, correction.

SUMMARY: This action corrects a final
rule published in the Federal Register
of August 16, 2018, that amended the
Chicago Class B and Chicago Class G
airspace area descriptions by changing
references to the Chicago O’Hare VHF

Omnidirectional Range/Distance
Measuring Equipment (VOR/DME) to
“Point of Origin.” Additionally, the
Chicago Class B and Chicago Class C
airspace area descriptions were edited
to reflect the Chicago Midway
International Airport name change to
match the current information in the
FAA’s aeronautical database. The
Chicago Class B airspace description
listed in the rule is corrected to reflect
updated geographic coordinates for the
Chicago O’Hare International Airport
airport reference point (ARP), updated
geographic coordinates for two points in
the Area A description, and updated
geographic coordinates for one point in
the Area F description.

DATES: Effective date 0901 UTC, October
11, 2018. The Director of the Federal
Register approves this incorporation by
reference action under Title 1, Code of
Federal Regulations, part 51, subject to
the annual revision of FAA Order
7400.11 and publication of conforming
amendments.

FOR FURTHER INFORMATION CONTACT:
Colby Abbott, Airspace Policy Group,
Office of Airspace Services, Federal
Aviation Administration, 800
Independence Avenue SW, Washington,
DC 20591; telephone: (202) 267—8783.
SUPPLEMENTARY INFORMATION:

History

The FAA published a final rule in the
Federal Register for Docket No. FAA-
2018-0632 (83 FR 40662, August 16,
2018), amending the Chicago Class B
and Chicago Class C airspace area
descriptions by changing references to
the Chicago O’'Hare VOR/DME to “Point
of OrigiN”’ Additionally, the Chicago
Class B and Chicago Class C airspace
area descriptions were edited to reflect
the Chicago Midway International
Airport name change. Subsequent to
publication, the FAA identified editorial
errors in the Chicago Class B description
to the geographic coordinates of the
Chicago O’Hare International Airport
ARP, the geographic coordinates to two
points in Area A, and the geographic
coordinates to one point in Area F. To
accurately reflect the Chicago Class B
airspace area on aeronautical charts and
digital charting applications, this
correction changes the geographic
coordinates of the Chicago O’Hare
International Airport ARP from “(lat.
41°58’38” N, long. 87°54729” W)”’ to read
“(lat. 41°58’28” N, long. 87°54"24” W)”’;
the geographic coordinates to two points
in Area A from “(lat. 41°57°12” N, long.
88°01’56” W)”’ to read “‘(lat. 41°57’26” N,
long. 88°01’39” W)’ and from ““(lat.
42°05’03” N, long. 87°56"26” W)”’ to read
“(lat. 42°05’03” N, long. 87°56"25” W)”’;

and the geographic coordinates to one
point in Area F from “(lat. 41°5040” N,
long. 88°25"44” W)” to read ““(lat.
41°50'39” N, long. 88°25'43” W)”.

Correction to Final Rule

Accordingly, pursuant to the
authority delegated to me, in the
Federal Register of August 16, 2018 (83
FR 40662) FR Doc. 2018-17596,
Amendment of Chicago Class B and
Chicago Class C Airspace; Chicago, IL,
is corrected as follows:

§71.1 [Amended]
AGLILB Chicago, IL [Corrected]

On page 40664, column 1, line 33,
under Chicago O’Hare International
Airport (Primary Airport) remove the
text that reads ““(lat. 41°58”38” N, long.
87°54’29” W)’ and add in its place “(lat.
41°58’28” N, long. 87°54’24” W),

On page 40664, column 1, line 51,
under Area A remove the text that reads
“(lat. 41°57’12” N, long. 88°01'56” W)”’
and add in its place “(lat. 41°57°26” N,
long. 88°01’39” W)”.

On page 40664, column 1, lines 56
and 57, under Area A remove the text
that reads “(lat. 42°05’03” N, long.
87°56'26” W) and add in its place “(lat.
42°05’03” N, long. 87°56'25” W),

On page 40664, column 3, line 6,
under Area F remove the text that reads
“(lat. 41°50’40” N, long. 88°25’44” W)”’
and add in its place “(lat. 41°50°39” N,
long. 88°25’43” W)”.

Issued in Washington, DC, on September 5,
2018.

Rodger A. Dean Jr.,

Manager, Airspace Policy Group.

[FR Doc. 2018-19729 Filed 9-12-18; 8:45 am]|
BILLING CODE 4910-13-P

DEPARTMENT OF COMMERCE

Bureau of Industry and Security

15 CFR Part 744
[Docket No. 180718671-8671-01]
RIN 0694—-AH57

Addition of Certain Entities to the
Entity List, Revision of Entries on the
Entity List and Removal of Certain
Entities From the Entity List;
Correction

AGENCY: Bureau of Industry and
Security, Commerce.

ACTION: Final rule; correction.

SUMMARY: On September 4, 2018, BIS
published a final rule amending the
Export Administration Regulations
(EAR) by adding fifteen entities under
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seventeen entries to the Entity List. An
error of omission left out one Pakistani
entity from an amendatory instruction.
This correction clarifies that instruction.
DATES: This correction is effective
September 13, 2018.

FOR FURTHER INFORMATION CONTACT:
Chair, End-User Review Committee,
Office of the Assistant Secretary, Export
Administration, Bureau of Industry and
Security, Department of Commerce,
Phone: (202) 482—5991, Email: ERC@
bis.doc.gov.

SUPPLEMENTARY INFORMATION: On
September 4, 2018, at 83 FR 44821, BIS
published a rule amending the Entity
List in 15 CFR part 744, supplement 4.
An amendatory instruction noted the
addition of two entities for Pakistan, but
provided the name of one only. Both
entities appeared in the amendment’s
regulatory text and were codified on the
rule’s effective date. This document
clarifies the rule by correcting the
amendatory instruction to carry the
names of both entities as originally
intended.

Therefore, in FR Rule Doc. No. 2018-
18766, published September 4, 2018, at
83 FR 44821, the following correction is
made:

m 1. On page 44824, in the third column,
amendatory instruction 2.d is corrected
to read as follows:

- 2. * * %

m d. Under Pakistan, by adding in
alphabetical order two Pakistani entities
“Technology Link PVT. Ltd.” and “UEC
(Pvt.) Ltd.”;

Dated: September 7, 2018.
Karen Nies-Vogel,
Director, Office of Exporter Services.
[FR Doc. 2018-19960 Filed 9-12-18; 8:45 am]
BILLING CODE 3510-33-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 117

[Docket No. USCG-2018-0800]
Drawbridge Operation Regulation;
Sacramento River, Sacramento, CA

AGENCY: Coast Guard, DHS.

ACTION: Notice of deviation from
drawbridge regulation.

SUMMARY: The Coast Guard has issued a
temporary deviation from the operating
schedule that governs the Tower
Drawbridge across the Sacramento
River, mile 59.0, at Sacramento, CA. The
deviation is necessary to allow the

community to participate in the Making
Strides Walk against Breast Cancer
event. This deviation allows the bridge
to remain in the closed-to-navigation
position.

DATES: This deviation is effective from
8 a.m. through 11 a.m. on October 14,
2018.

ADDRESSES: The docket for this
deviation, USCG-2018-0800, is
available at http://www.regulations.gov.
Type the docket number in the
“SEARCH” box and click “SEARCH.”
Click on Open Docket Folder on the line
associated with this deviation.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
deviation, call or email Carl T. Hausner,
Chief, Bridge Section, Eleventh Coast
Guard District; telephone 510-437—
3516, email Carl. T.Hausner@uscg.mil.

SUPPLEMENTARY INFORMATION: The
California Department of Transportation
has requested a temporary change to the
operation of the Tower Drawbridge,
mile 59.0, over Sacramento River, at
Sacramento, CA. The drawbridge
navigation span provides a vertical
clearance of 30 feet above Mean High
Water in the closed-to-navigation
position. The draw operates as required
by 33 CFR 117.189(a). Navigation on the
waterway is commercial and
recreational.

The drawspan will be secured in the
closed-to-navigation position from 8
a.m. to 11 a.m. on October 14, 2018, to
allow the community to participate in
the Making Strides Walk against Breast
Cancer event. This temporary deviation
has been coordinated with the waterway
users. No objections to the proposed
temporary deviation were raised.
Vessels able to pass through the bridge
in the closed position may do so at
anytime. The bridge will be able to open
for emergencies and there is no
immediate alternate route for vessels to
pass. The Coast Guard will also inform
the users of the waterway through our
Local and Broadcast Notices to Mariners
of the change in operating schedule for
the bridge so that vessel operators can
arrange their transits to minimize any
impact caused by the temporary
deviation.

In accordance with 33 CFR 117.35(e),
the drawbridge must return to its regular
operating schedule immediately at the
end of the effective period of this
temporary deviation. This deviation
from the operating regulations is
authorized under 33 CFR 117.35.

Dated: September 6, 2018.
Carl T. Hausner,

District Bridge Chief, Eleventh Coast Guard
District.

[FR Doc. 2018—-19747 Filed 9-12-18; 8:45 am]|
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165

[Docket Number USCG-2018-0343]

RIN 1625-AA00

Safety Zone; S99 Alford Street
Bridge—Emergency Grid Replacement

Project, Mystic River, Charlestown and
Everett, MA

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

SUMMARY: The Coast Guard is
establishing a temporary safety zone for
the navigable waters within 150-yards of
the S99 Alford Street Bridge, at mile 1.4
on the Mystic River between
Charlestown and Everett, Massachusetts
from October 1, 2018 through April 30,
2019. The safety zone is necessary to
protect personnel, vessels and the
marine environment from potential
hazards created during the emergency
replacement of the steel grid deck on all
four bascule spans of the S99 Alford
Street Bridge. This temporary rule
would prohibit vessels and persons
from being in the safety zone unless
authorized by the Captain of the Port
Boston or a designated representative.
DATES: This rule is effective from
October 1, 2018 through April 30, 2019.
ADDRESSES: To view documents
mentioned in this preamble as being
available in the docket, go to http://
www.regulations.gov, type USCG-2018—
0343 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 Mark Cutter, Waterways
Management Division, U.S. Coast Guard
Sector Boston, telephone 617-223-4000,
email Mark.E.Cutter@uscg.mil.

SUPPLEMENTARY INFORMATION:
1. Table of Abbreviations

CFR Code of Federal Regulations

COTP Captain of the Port

DHS Department of Homeland Security
FR Federal Register

NPRM Notice of proposed rulemaking
TFR Temporary Final Rule
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§ Section
U.S.C. United States Code

II. Background Information and
Regulatory History

On April 6, 2018, the City of Boston
notified the Coast Guard that the
Massachusetts Department of
Transportation’s Highways Division will
be conducting emergency repairs to the
S99 Alford Street Drawbridge at mile 1.4
on the Mystic River between
Charlestown and Everett, Massachusetts
from May 2018 through the summer of
2019.

In response, on July 17, 2018, the
Coast Guard published a Notice of
proposed rulemaking (NPRM) titled
“Safety Zone, S99 Alford Street Bridge-
Emergency Grid Replacement Project,
Mystic River, Charlestown and Everett,
MA,” (83 FR 33165). There, we stated
why we issued the NPRM, and invited
comments on our proposed regulatory
action related to this safety zone. During
the comment period that ended on
August 16, 2018, we received zero (0)
comments.

III. Legal Authority and Need for Rule

The Coast Guard is issuing this rule
under authority in 33 U.S.C. 1231.

The COTP Boston has determined that
potential hazards exist associated with
the emergency replacement of the steel
grid deck on all four bascule spans of
the S99 Alford Street Bridge. Potential
hazards include the use of the waterway
underneath the bridge to conduct heavy
lift operations, as well as possible
falling equipment and materials. This
rule is needed to protect personnel,
vessels, and the marine environment on
navigable waters within 150-yards of the
S99 Alford Street Bridge, at mile 1.4 on
the Mystic River between Charlestown
and Everett, Massachusetts, during these
emergency repairs.

IV. Discussion of Comments, Changes,
and the Rule

As noted above, we received no
comments on our NPRM published on
July 17, 2018. There are no changes to
the regulatory text of this rule from the
proposed rule in the NPRM.

The rule establishes a safety zone
enforceable 24 hours a day from 12:01
a.m. on October 1, 2018, to 11:59 p.m.
on April 30, 2019. The safety zone
covers all navigable waters within 150-
yards of the S99 Alford Street Bridge, at
mile 1.4 on the Mystic River between
Charlestown and Everett,
Massachusetts. The zone is intended to
ensure the safety of vessels, the
maritime public, construction workers,
and these navigable waters during the
repairs on the S99 Alford Street Bridge

over the main channel of the Mystic
River. No vessel or person would be
permitted to enter the safety zone
without obtaining permission from the
COTP Boston or a designated
representative.

The Coast Guard will notify the
public about this safety zone through
the Massachusetts Bay Harbor Safety
Committee meetings, Boston’s Port
Operators Group meetings, and Local
Notice to Mariners. Moreover, the Coast
Guard will issue a Safety Marine
Information Broadcast via marine
channel 16 (VHF-FM) fourteen (14)
days in advance of the commencement
of the safety zone. If the project is
completed before April 30, 2019,
enforcement of the safety zone will be
suspended and notice will be given to
the public to the greatest extent
possible.

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.

This regulatory action determination
is based on the size, location, duration,
and time-of-year of the safety zone. We
expect the adverse economic impact of
this rule to be minimal since we will
provide ample notice of the safety zone
effective dates and vessels will be able
to enter the safety zone when
construction equipment is not
occupying the channel. Although this
regulation may have some adverse
impact on the public, the potential
impact will be minimal because boating
season for vessels on the Mystic River
usually concludes around mid-October
and consequently the amount of traffic
in this waterway during the effective
period for the safety zone is limited.

This safety zone is of similar
dimension and a shorter duration to the
one established in 2011 (73916 FR/Vol.
77, No. 239) for the original
rehabilitation of the bridge.

Notification of the emergency repairs
to the Alford Street Drawbridge and the
associated safety zone will be made to
mariners through the Massachusetts Bay
Harbor Safety Committee meetings,
Boston’s Port Operators Group meetings,
and Local Notice to Mariners. Moreover,
the Coast Guard will issue a Safety
Marine Information Broadcast via
marine channel 16 (VHF-FM) fourteen
(14) days in advance of the
commencement of the safety zone. The
rule will allow vessels to seek
permission to enter the zone when the
channel is not being occupied by
construction equipment.

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 would 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 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-
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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, which guides 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
establishing a temporary safety zone
extending 150 yards around a bridge to
complete emergency repairs to the S99
Alford Street Bridge during a seven-
month period when boating traffic is
minimal on the Mystic River. It is
categorically excluded from further
review under paragraph L60(b) 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 anew §165.T01-0343 to read
as follows:

§165.T01-0343 Safety zone, S99 Alford
Street Bridge—Emergency grid replacement
project, Mystic River, Charlestown and
Everett, MA.

(a) Location. The following area is a
safety zone: All navigable waters of the
Mystic River between Charlestown and
Everett, Massachusetts from surface to
bottom, within 150-yards of the S99
Alford Street Bridge, at mile 1.4 on the
Mystic River between Charlestown and
Everett, Massachusetts.

(b) Definitions. As used in this
section:

(1) Designated representative means
any Coast Guard commissioned,
warrant, petty officer, or any federal,
state, or local law enforcement officer
who has been designated by the Captain
of the Port (COTP) Boston, to act on his
or her behalf. The designated

representative may be on an official
patrol vessel or may be on shore and
will communicate with vessels via
VHF-FM radio or loudhailer. In
addition, members of the Coast Guard
Auxiliary may be present to inform
vessel operators of this regulation.

(2) Official patrol vessel means any
Coast Guard, Coast Guard Auxiliary,
state, or local law enforcement vessel
assigned or approved by the COTP
Boston to enforce this section.

(c) Enforcement Periods. This section
is enforceable 24 hours a day from 12:01
a.m. on October 1, 2018, through 11:59
p.m. on April 30, 2019. When enforced
as deemed necessary by the COTP
Boston, vessels will be prohibited from
entering this safety zone during the
emergency grid replacement on the
bridge.

(d) Regulations. The general
regulations contained in 33 CFR 165.23,
as well as the following regulations,
apply:

(1) No person or vessel may enter or
remain in this safety zone without the
permission of the COTP Boston or the
COTP’s designated representatives.
However, any person or vessel
permitted to enter the safety zone must
comply with the directions and orders
of the COTP Boston or the COTP’s
designated representatives.

(2) To obtain permission required by
this regulation, individuals may reach
the COTP Boston or a COTP designated
representative via Channel 16 (VHF-
FM) or 617—223-5757 (Sector Boston
Command Center).

(3) Penalties. Those who violate this
section are subject to the penalties set
forth in 33 U.S.C. 1232.

Dated: September 6, 2018.

Eric J. Doucette,

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

[FR Doc. 201819746 Filed 9-12—18; 8:45 am|
BILLING CODE 9110-04-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2016-0416; FRL—9976-65]
Afidopyropen; Pesticide Tolerances

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

SUMMARY: This regulation establishes
tolerances for residues of afidopyropen,
[(3S,4R,4aR,6S,6aS,12R,12aS,12bS)-3-
[(cyclopropylcarbonyl)oxyl-
1,3,4,4a,5,6,6a,12,12a,12b-decahydro-
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6,12-dihydroxy-4,6a,12b-trimethyl-11-
0x0-9-(3-pyridinyl)-2H,11H-
naphtho[2,1-blpyrano[3,4-e]pyran-4-
yllmethyl cyclopropanecarboxylate,
including its metabolites and
degradates, in or on multiple
commodities which are identified and
discussed later in this document. BASF
Corporation requested these tolerances
under the Federal Food, Drug, and
Cosmetic Act (FFDCA).

DATES: This regulation is effective
September 13, 2018. Objections and
requests for hearings must be received
on or before November 13, 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-2016-0416, 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 Building, Room 3334,
1301 Constitution Avenue NW,
Washington, DC 20460—0001. The
Public Reading Room is open from 8:30
a.m. to 4:30 p.m., Monday through
Friday, excluding legal holidays. The
telephone number for the Public
Reading Room is (202) 566—1744, and
the telephone number for the 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 L. Goodis, P.E., Director,
Registration Division (7505P), Office of
Pesticide Programs, Environmental
Protection Agency, 1200 Pennsylvania
Avenue NW, Washington, DC 20460—
0001; main telephone number: (703)
305—7090; email address:
RDFRNotices@epa.gov.

SUPPLEMENTARY INFORMATION:
I. 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.ipl.

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-2016-0416 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 November 13, 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—
2016-0416, 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/
DQ), (28221T), 1200 Pennsylvania
Avenue 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 August 12,
2016 (81 FR 53380) (FRL—9949-53),
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 6F8468) by BASF
Corporation, 26 Davis Drive, P.O. Box
13528, Research Triangle Park, NC
27709-3528. The petition requested that
40 CFR part 180 be amended by
establishing permanent tolerances in
primary crops for residues of the
insecticide afidopyropen,
[(3S,4R,4aR,6S,6aS,12R,12aS,12bS)-3-
[(cyclopropylcarbonyl)oxyl-
1,3,4,4a,5,6,6a,12,12a,12b-decahydro-
6,12-dihydroxy-4,6a,12b-trimethyl-11-
0x0-9-(3-pyridinyl)-2H,11H-
naphtho[2,1-b]pyrano(3,4-e]pyran-4-
yllmethyl cyclopropanecarboxylate, its
metabolites, and degradates, in or on the
following raw agricultural and
processed commodities: Almond, hulls
at 0.15 parts per million (ppm); Apple,
wet pomace at 0.05 ppm; Citrus, oil at
0.3 ppm; Cotton, gin byproducts at 2
ppm; Cotton, undelinted seed at 0.1
ppm; Fruit, citrus, group 10-10 at 0.15
ppm; Fruit, pome, group 11-10 at 0.03
ppm; Fruit, stone, group 12-12 at 0.03
ppm; Nut, tree, group 14-12 at 0.01
ppm; Plum, prune at 0.06 ppm;
Soybean, aspirated grain fractions at 0.4
ppm; Soybean, seed at 0.01 ppm;
Vegetable, brassica, head and stem,
group 5-13 at 0.5 ppm; Vegetable,
cucurbit, group 9 at 0.7 ppm; Vegetable,
fruiting, group 8-10 at 0.15 ppm;
Vegetable, leaf petioles, subgroup 22B at
3 ppm; Vegetable, leafy, subgroup 4—
13A at 2 ppm; Vegetable, leafy,
subgroup 4-13B at 5 ppm; and
Vegetable, tuberous and corm, subgroup
1C at 0.01 ppm. That document
referenced a summary of the petition
prepared by BASF Corporation, the
registrant, which is available in the
docket, http://www.regulations.gov.
There were no comments received in
response to the notice of filing.

Based upon review of the data
supporting the petition and EPA policy,
the Agency has revised some of the
commodity definitions and tolerance
levels from the petition, and concluded
that the following tolerances are
appropriate for afidopyropen in or on
the following commodities: Almond,
hulls at 0.15 ppm; Apple, wet pomace
at 0.05 ppm; Brassica, head and stem,
group 5-16 at 0.50 ppm; Brassica, leafy
greens, subgroup 4-16B at 5.0 ppm;
Citrus, oil at 0.40 ppm; Cotton, gin
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byproducts at 2.0 ppm; Cotton,
undelinted seed at 0.08 ppm; Fruit,
citrus, group 10-10 at 0.15 ppm; Fruit,
pome, group 11-10 at 0.02 ppm; Fruit,
stone, group 12—-12 at 0.03 ppm; Grain,
aspirated fractions at 0.15 ppm; Leafy
Greens, subgroup 4-16A at 2.0 ppm;
Leaf petiole vegetable subgroup 22B at
3.0 ppm; Nut, tree, group 14-12 at 0.01
ppm; Soybean, seed at 0.01 ppm;
Tomato, dried at 0.50 ppm; Vegetable,
cucurbit, group 9 at 0.70 ppm;
Vegetable, fruiting, group 8-10 at 0.20
ppm; and Vegetable, tuberous and corm,
subgroup 1C at 0.01 ppm. 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 afidopyropen
including exposure resulting from the
tolerances established by this action.
EPA’s assessment of exposures and risks
associated with afidopyropen follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
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.

Afidopyropen is classified as category
III for acute oral and acute dermal, and
category IV for acute inhalation, primary
eye irritation, and dermal irritation. The
toxicology database for afidopyropen is
complete. The target organs identified
following exposure to afidopyropen are
the liver, heart, brain, spleen, and
reproductive organs of both sexes. The
liver is a main target organ in both
subchronic and chronic oral toxicity
studies in all three-species tested (i.e.,
mouse, rat, and dog).

There was no evidence of
neurotoxicity seen in the subchronic
neurotoxicity study in rats up to the
highest dose tested. Afidopyropen
caused neurotoxic effects in the acute
neurotoxicity study; however, only at
the limit dose of 2,000 milligrams/
kilogram/day (mg/kg/day).

There is evidence of increased
susceptibility following pre- and or
post-natal exposure to afidopyropen. In
a prenatal developmental study in rats,
adverse effects in fetuses included an
increased incidence of skeletal
variations (lumbar ribs), increased
ossification of the metatarsi, and an
altered sex ratio (increased percentage
of male pups); however, maternal effects
were not observed up to the highest
dose tested. In a second developmental
study in rats, adverse fetal effects
(increased incidence of skeletal
variations and supernumerary ribs)
occurred at a lower dose as compared to
maternal effects (mortality in one
animal). In a developmental study in
rabbits, fetal developmental and
maternal effects occurred at the same
dose level. Effects included a decreased
number of live fetuses, increased early
resorptions and completely resorbed
litters, as well as increased post-
implantation loss. Fetuses also
exhibited an altered sex ratio (increased
percentage of male pups) at this dose
level.

Quantitative susceptibility was also
observed in two 2-generation rat studies.
In the first study, no reproductive or
parental effects were observed, while
offspring effects were decreased
absolute body weight in both sexes and
F1 pup and litter deaths. In the second
study, offspring effects included
decreased absolute body weight and
decreased spleen and thymus weights in
both sexes. Reproductive effects
included effects on ovary and uterus
weight, decreased implantation sites,
and an altered sex ratio (increased
percentage of male pups). In this study,
the parental and offspring effects
occurred at the same dose level.

Afidopyropen did not display
systemic effects in the 28-day dermal
study, even at the limit dose of 1,000
mg/kg/day. There were no adverse
effects observed in the route-specific
dermal toxicity study up to the limit
dose; however, there is evidence of
increased susceptibility following pre-
and/or post-natal exposure to
afidopyropen. As a result, an oral point
of departure was selected since the
dermal toxicity study did not evaluate
developmental or reproductive
endpoints. A point of departure (POD)
for dermal exposures (all durations) was
selected from the 2-generation
reproduction study in rats, this POD
reflects the most sensitive endpoint in
the database, and is protective of effects
observed following subchronic
exposure, including the fetal effects
seen in the rat and rabbit developmental
studies. This POD is also selected for
inhalation exposures (all durations), and
incidental oral and chronic dietary
exposures. Chronic dietary was set
using 2 co-critical studies (chronic dog
study and 2-generation rat reproduction
study). For acute dietary exposure, the
POD is based on maternal and
developmental effects (increased early
resorptions of litters) observed in the
rabbit developmental study and is
applicable to females of childbearing
age. An acute dietary POD was not
identified for the general population
because acute effects of concern for this
population were not observed in the
toxicology database.

In an immunotoxicity study in the rat,
there were no adverse effects noted up
to the highest dose tested.

Afidopyropen is classified as
“Suggestive Evidence of Carcinogenic
Potential” based on benign
hepatocellular adenomas in male rats
and uterine adenocarcinomas and
combined adenocarcinomas and
adenomas in female rats. There is
insufficient evidence to support the
petition’s description of a uterine tumor
mode-of action (MOA) in female rats.
There is no concern for mutagenicity.
Quantification of human cancer risk is
not required. The chronic Reference
Dose (RfD) will adequately account for
all chronic toxicity, including
carcinogenicity, which could result
from exposure to afidopyropen.

More detailed information on the
studies received and the nature of the
adverse effects caused by afidopyropen
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
in the document entitled
“Afidopyropen. Human Health Risk
Assessment for Section 3 Requests for a
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New Active Ingredient,” dated April 4,
2018, by going to http://
www.regulations.gov. The referenced
document is available in the docket
established by this action, which is
described under ADDRESSES. Locate and
double-click on the hyperlink for the
referenced document to view the
referenced information on pages 16—23
of 112.

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 afidopyropen used for
human risk assessment is shown in
Table 1 of this unit.

TABLE 1—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR AFIDOPYROPEN FOR USE IN HUMAN HEALTH RISK

ASSESSMENT

Exposure/scenario

Point of departure
and uncertainty/
safety factors

RfD, PAD, LOC for
risk assessment

Study and toxicological effects

Acute Dietary (General population)

An endpoint was not identified because effects

cology database.

of concern for this population were not observed in the toxi-

Acute Dietary (Females 13+)

Chronic Dietary (All populations in-
cluding females 13+).

Dermal Short-term (1 to 30 days)

NOAEL = 16 mg/kg/

day UFA = 10)(
UFn = 10x
FQPA SF = 1x
NOAEL = 8 mg/kg/
day
UFa = 10x
UFn = 10x
FQPA SF = 1x

NOAEL = 8 mg/kg/
day

Dermal absorption =
15%

UFa = 10x
UFy = 10x
FQPA SF = 1x

Acute RfD = 0.16

mg/kg/day

aPAD = 0.16 mg/kg/
day

Chronic RfD = 0.08
mg/kg/day

cPAD = 0.08 mg/kg/
day

LOC for MOE = 100

Rabbit Prenatal Developmental Study:
Maternal and developmental LOAEL = 32 mg/kg/day, based
on increased early resorptions per litter.

2 Co-critical Studies:

Chronic Dog Study:

LOAEL = 20 mg/kg/day, based on hyaline droplet deposi-
tion in hepatocytes and vacuolation of the white matter
and neuropil of the cerebrum of male dogs.

2-Generation Rat Reproduction Study:

Offspring LOAEL = 41 mg/kg/day, based on decreased ab-
solute body weight, and decreased spleen and thymus
weights of male rats.

2-Generation Rat Reproduction Study:

Offspring LOAEL = 41 mg/kg/day, based on decreased ab-
solute body weight, and decreased spleen and thymus
weights of male rats.

Inhalation (All durations) ................

A point of departure (POD) used for inhalation exposures (all durations) was selected from the 2-generation
rat reproduction study, is the most sensitive endpoint in the database, and is protective of effects observed
following subchronic exposure, including the fetal effects seen in the rat and rabbit developmental studies.

Cancer (Oral, dermal, inhalation) ..

Classification: “Suggestive Evidence of Carcinogenic Potential”.

Point of Departure (POD) = A data point or an estimated point that is derived from observed dose-response data and used to mark the begin-
ning of extrapolation to determine risk associated with lower environmentally relevant human exposures. NOAEL = no observed adverse effect
level. LOAEL = lowest observed adverse effect level. UF = uncertainty factor. UFa
potential variation in sensitivity among members of the human population (intraspecies). FQPA SF = FQPA Safety Factor. PAD = population ad-
justed dose (a = acute, ¢ = chronic). RfD = reference dose. MOE = margin of exposure. LOC = level of concern.

= extrapolation from animal to human (interspecies). UFy =

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to afidopyropen, EPA
considered exposure under the
petitioned-for tolerances, and assessed
dietary exposures from afidopyropen 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. In estimating acute dietary
(food and drinking water) exposure,
EPA used food consumption
information from the Dietary Exposure
Evaluation Model-Food Commodity
Intake Database (DEEM-FCID™,
Version 3.16), which incorporates 2003—

2008 consumption data from the United
States Department of Agriculture’s
(USDA’s) National Health and Nutrition
Examination Survey, What We Eat in
America, (NHANES/WWEIA). The acute
dietary assessment was conducted using
recommended tolerance-level residues
and 100% crop treated assumptions.
Empirical and default processing factors
were used. Screening-level estimated
drinking water concentrations (EDWCs)
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were incorporated as point estimates,
based on surface water modeling. The
acute EDWC (7.1 ppb) was modeled
using the Florida cabbage scenario.

ii. Chronic exposure. In conducting
the chronic dietary exposure
assessment, EPA used DEEM-FCID™,
Version 3.16, which incorporates 2003—
2008 consumption data from the
USDA’s NHANES/WWEIA. The chronic
dietary assessment was conducted using
recommended tolerance-level residues
and 100% crop treated assumptions.
Empirical and default processing factors
were used. Screening-level EDWCs were
incorporated as point estimates, based
on surface water modeling. The chronic
EDWC (3.9 ppb) was modeled using the
California lettuce scenario.

iii. Cancer. As explained in unit ITL.A.,
quantification of risk using a non-linear
approach (i.e., a cPAD) will adequately
account for all chronic toxicity,
including carcinogenicity, that could
result from exposure to afidopyropen.

iv. Anticipated residue and percent
crop treated (PCT) information. EPA did
not use any anticipated residue or PCT
information in the dietary assessment
for afidopyropen. Tolerance-level
residues and 100 PCT 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 afidopyropen in drinking water.
These simulation models take into
account data on the physical, chemical,
and fate/transport characteristics of
afidopyropen.

Afidopyropen may be transported to
surface water and groundwater via
runoff, leaching, or spray drift.
Afidopyropen is a new chemical;
therefore, at this point, no monitoring
data are available. Because the Agency
does not have comprehensive
monitoring data, drinking water
concentration estimates are made by
reliance on simulation or modeling,
taking into account data on the physical
and fate characteristics of afidopyropen.
Further information regarding EPA
drinking water models used in pesticide
exposure assessment can be found at
http://www.epa.gov/oppefed1/models/
water/index.htm.

Based on the latest version of the
Pesticides in Water Calculator (PWC
1.52) and incorporating the Pesticide
Root Zone Model for Ground Water
(PRZM GW), the estimated drinking
water concentrations (EDWCs) of
afidopyropen for acute exposures are
estimated to be 7.1 parts per billion
(ppb) for surface water, and 3.8 x 10~ 4
ppb for ground water. For chronic
exposures for non-cancer assessments,

the EDWCs are estimated to be 3.9 ppb
for surface water and 1.1 x 10 =4 ppb for
ground water.

Modeled estimates for drinking water
concentrations were directly entered
into the dietary exposure model. For
acute dietary risk assessment, the water
concentration value of 7.1 ppb was used
to assess the contribution to drinking
water. For chronic and cancer dietary
risk assessment, the water concentration
value of 3.9 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). The
proposed use of afidopyropen on
ornamentals can be in residential or
recreational settings. All afidopyropen
product labels require users to wear
specific clothing and PPE (i.e., gloves),
and are assumed to be marketed for
commercial use; therefore, a
quantitative residential handler
assessment was not conducted.

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 afidopyropen to
share a common mechanism of toxicity
with any other substances.
Afidopyropen and another pesticide,
aminocyclopyrachlor, both produce the
common toxic metabolite CPCA;
however, co-exposure to CPCA from
both pesticides are unlikely to occur.
Drinking water is the only expected
exposure pathway for CPCA for either
pesticide. The likelihood of having
ground water residues of both
afidopyropen and aminocyclopyrachlor
at the EDWC predicted in the screening
ground water modeling in the same
location is miniscule for the following
reasons: Ground water modeling
assumes application of a chemical at the
maximum rate, and the maximum
number of applications, every year for
up to 100 years, and because lateral flow
of chemicals away from the application
site is relatively slow, both chemicals
would have to be applied in
approximately the same location every
year at the maximum application rates,
at maximum numbers of applications
for each, for the exposures to be
additive, and this is not a feasible

scenario. For the purposes of this
tolerance action; therefore, EPA has
assumed that afidopyropen does not
have a common mechanism of toxicity
with other substances or cause a
cumulative effect as a result of the
common metabolite with
aminocyclopyrachlor. 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://
www.epa.gov/pesticides/cumulative.

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. Pre-natal and post-natal sensitivity.
There is evidence of increased
susceptibility following pre- and or
post-natal exposure to afidopyropen. In
a prenatal developmental study in rats,
adverse effects in fetuses included an
increased incidence of lumbar ribs,
increased ossification of the metatarsi,
and an increased percentage of male
pups; however, maternal effects were
not observed up to the highest dose
tested. In a second developmental study
in rats, adverse fetal effects (increased
incidence of skeletal variations and
supernumerary ribs) occurred at a lower
dose as compared to maternal effects
(mortality in one animal). In a
developmental study in rabbits, fetal
developmental and maternal effects
(increased early resorptions and
completely resorbed litters) were
observed.

Quantitative susceptibility was also
observed in two 2-generation rat studies.
In the first study, no reproductive or
parental effects were observed, while
offspring effects were decreased
absolute body weight in both sexes and
F1 pup and litter deaths. In the second
study, offspring effects included
decreased absolute body weight and
decreased spleen and thymus weights in
both sexes. Reproductive effects
included effects on ovary and uterus
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weight, decreased implantation sites,
and an altered sex ratio (increased
percentage of male pups). In this study,
the parental and offspring effects
occurred at the same dose level.

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 for all exposure
scenarios. That decision is based on the
following findings:

i. The toxicology database for
afidopyropen is considered complete for
evaluating and characterizing toxicity,
assessing children’s susceptibility under
FQPA, and selecting endpoints for the
exposure pathways of concern.

ii. Acute oral (gavage) and sub-
chronic oral (dietary) neurotoxicity
studies were conducted in rats. No
evidence of specific neurotoxicity was
seen in the subchronic neurotoxicity
study up to the highest dose tested (369/
438 mg/kg/day). Afidopyropen caused
neurotoxic effects in the acute study;
however, only at the limit dose.

Indications of neurotoxicity in mice
and dogs were limited to vacuolation of
white matter and/or spinal cord. The
Agency has low concern because the
nervous tissues in the mouse and dog
studies were not perfused in-situ;
therefore, the vacuolation that was
observed is more likely an artifact of not
preparing the tissues properly. The
nervous tissue vacuolation seen in the
subchronic dog and mice (subchronic
and chronic) studies occurred at doses
7.56X-115X higher than the POD for the
chronic dietary risk assessment. As a
result, the effects are well-characterized
with clearly established NOAEL/LOAEL
values and the selected PODs are
protective for the observed neurotoxic
effects.

Based on the weight of the evidence
and taking into consideration the PODs
selected for risk assessment, a
developmental neurotoxicity study is
not required at this time. Clear NOAELSs
have been established for all lifestages,
the selected PODs are protective of all
pre- and post-natal toxicity observed
throughout the database, and no specific
neuropathological effects were noted.
The adverse neuropathological effects
observed in the subchronic mouse and
dog and the chronic mouse studies
occurred at doses 7.5X-115X higher
than the lowest POD, and the rat
(species typically used in the DNT) is
less sensitive than dogs and mice to
afidopyropen’s putative neurotoxic
effects.

iii. There is evidence of increased
susceptibility following pre- and/or
post-natal exposure to afidopyropen. In
pre-natal developmental studies in rats,

adverse fetal effects occurred at lower
doses as compared to the maternal
generation. In the first 2-generation
study, offspring effects were observed
while no adverse reproductive or
parental effects occurred. In the second
2-generation study, offspring effects
occurred at a lower dose as compared to
the reproductive and parental effects.
Clear NOAELs have been established for
the developmental effects in rats and
rabbits as well as the offspring effects in
the two-generation reproduction
studies. The NOAEL used for the
chronic dietary risk assessment (8 mg/
kg/day), based on effects observed in the
2-generation reproduction study in rats,
is protective of all developmental and
offspring effects seen in the database.

iv. There are no residual uncertainties
identified in the exposure databases.
The dietary assessment is based on
high-end assumptions such as tolerance-
equivalent residue levels of the parent
compound in foods, 100% CT, default
processing factors, and modeled, high-
end estimates of residues in drinking
water. All of the exposure estimates are
based on high-end assumptions and are
not likely to underestimate risk. In
addition, the residential exposure
assessment was conducted based on the
Residential SOPs such that residential
exposure and risk will not be
underestimated.

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
exposure from food and water only to
afidopyropen will occupy 3.6% of the
aPAD for females, 13—49 years old.
Since there was no acute endpoint
identified for the general population, an
acute dietary exposure assessment was
not conducted for the U.S. general
population and other population
subgroups.

2. 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). In estimating the short-
term aggregate risk, EPA has aggregated
the total short-term residential exposure
and average dietary (food and water)
exposure. The selected residential
exposure scenarios for aggregation,
adults and children (6 to <11 years old)
contacting treated ornamentals,
represent the worst-case risk estimates
and are protective of all other lifestages
and exposure scenarios. The short-term
aggregate MOEs for adults (2,000) and
children (2,500) are above the LOC
(100), and are not of concern.

3. 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).
Because no intermediate-term exposure
is anticipated, afidopyropen is not
expected to pose an intermediate-term
aggregate risk.

4. Chronic risk. Chronic aggregate risk
assessments address exposures that are
likely to occur continuously for greater
than six months. Using the exposure
assumptions discussed in this unit for
chronic exposure, EPA has concluded
that chronic dietary exposure to
afidopyropen from food and water only
will occupy 2.2% of the cPAD for the
U.S. general population, and the
population subgroup with the highest
estimated risk was for children, 1-2
years old at 4.4% of the cPAD.
Residential exposures to afidopyropen
are not expected to occur on a chronic
basis; therefore, the chronic aggregate
risk estimates are equivalent to the
chronic dietary risk estimates, and are
below EPA’s LOC.

5. Aggregate cancer risk for U.S.
population. Afidopyropen is classified
as having “Suggestive Evidence of
Carcinogenic Potential.” The cRfD
(cPAD) is considered to be protective of
all chronic toxicity, including
carcinogenicity, that could result from
exposure to afidopyropen.

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

IV. Other Considerations
A. Analytical Enforcement Methodology

Suitable tolerance enforcement
methods for plants and livestock using
liquid chromatography- mass
spectrometer/mass spectrometer (LC—
MS/MS) analyses were submitted for the
analysis of afidopyropen. The reported
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limit of quantitation (LOQ) of each
method is 0.01 ppm for afidopyropen.

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. Maximum residue
limits (MRLs) for afidopyropen have not
been established by Codex.

For this pesticide, the U.S. EPA and
Health Canada’s Pest Management
Regulatory Agency (PMRA) have
conducted a joint review of the available
data. That review used the Organization
for Economic Co-operation and
Development (OECD) calculation
procedures to determine the appropriate
MRLs. Therefore, the EPA tolerance
levels are harmonized with MRLs to be
established by Health Canada’s PMRA.

C. Revisions to Petitioned-For
Tolerances

Several of the tolerances requested by
the petitioner are different from those
established in this rule. 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 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 the
following: Brassica, head and stem,
group 5-16; Brassica, leafy greens,
subgroup 4-16B; Cotton, gin
byproducts; Leafy Greens, subgroup 4—
16A; Leaf petiole vegetable subgroup
22B; and Vegetable, cucurbit, group 9.

For citrus oil and cotton, undelinted
seed, the levels differ because of
differences in rounding the values
calculated from the residue data. The
pome fruit tolerance is different because

of differences in the MRL calculation for
pear. Two pear field trials were
concluded to be replicates for
calculation and the petitioner also used
an additional residue value which is
believed to be a transcription error. A
tolerance for the processed food prunes
is not needed because residues are not
expected to concentrate in prunes. For
fruiting vegetables, these differences are
attributable to the petitioner having
combined both the bell and non-bell
pepper data together for calculation. In
addition, the petitioner did not request
a tolerance for the dried tomato
processed commodity, but EPA has
concluded that the tolerance for the
crop group will not be adequate to cover
that commodity. Finally, regarding
“Soybean, aspirated grain fractions,” the
tolerance level requested by the
petitioner was not consistent with data
submitted with the petition. EPA
reviewed the requested use pattern and
supporting data, corrected the proposed
commodity definition, and has decided
to establish a tolerance for commodity
“Grain, aspirated fractions.”

V. Conclusion

Therefore, tolerances are established
for residues of afidopyropen,
[(3S,4R,4aR,6S,6aS,12R,12aS,12bS)-3-
[(cyclopropylcarbonyl)oxyl-
1,3,4,4a,5,6,6a,12,12a,12b-decahydro-
6,12-dihydroxy-4,6a,12b-trimethyl-11-
0x0-9-(3-pyridinyl)-2H,11H-
naphtho[2,1-b]pyrano[3,4-e]pyran-4-
yllmethyl cyclopropanecarboxylate,
including its metabolites and
degradates, in or on Almond, hulls at
0.15 ppm; Apple, wet pomace at 0.05
ppm; Brassica, head and stem, group 5—
16 at 0.50 ppm; Brassica, leafy greens,
subgroup 4-16B at 5.0 ppm; Citrus, oil
at 0.40 ppm; Cotton, gin byproducts at
2.0 ppm; Cotton, undelinted seed at 0.08
ppm; Fruit, citrus, group 10-10 at 0.15
ppm; Fruit, pome, group 11-10 at 0.02
ppm; Fruit, stone, group 12-12 at 0.03
ppm; Grain, aspirated fractions at 0.15
ppm; Leafy Greens, subgroup 4-16A at
2.0 ppm; Leaf petiole vegetable
subgroup 22B at 3.0 ppm; Nut, tree,
group 14-12 at 0.01 ppm; Soybean, seed
at 0.01 ppm; Tomato, dried at 0.50 ppm;
Vegetable, cucurbit, group 9 at 0.70
ppm; Vegetable, fruiting, group 8-10 at
0.20 ppm; and Vegetable, tuberous and
corm, subgroup 1C at 0.01 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) or Executive
Order 13045, entitled “Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997). 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
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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: September 5, 2018.
Richard P. Keigwin, Jr.,
Director, 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. Add § 180.700 to subpart C to read
as follows:

§ 180.700 Afidopyropen; Tolerances for
residues.

(a) General. Tolerances are
established for residues of
afidopyropen, including its metabolites
and degradates, in or on the
commodities in the table below.
Compliance with the tolerance levels
specified below is to be determined by
measuring only afidopyropen,
[(3S,4R,4aR,6S,6aS,12R,12aS,12bS)-3-
[(cyclopropylcarbonyl)oxyl-
1,3,4,4a,5,6,6a,12,12a,12b-decahydro-
6,12-dihydroxy-4,6a,12b-trimethyl-11-
0x0-9-(3-pyridinyl)-2H,11H-
naphtho[2,1-b]pyrano(3,4-e]pyran-4-
yllmethyl cyclopropanecarboxylate, in
or on the following food commodities:

. Parts per
Commodity million
Leafy Greens, subgroup 4—16A 2.0
Leaf petiole vegetable subgroup
22B oo 3.0
Nut, tree, group 14—12 ............... 0.01

Soybean, seed ........c.cceveeriienen. 0.01
Tomato, dried .......ccceeeveeeiiinees 0.50
Vegetable, cucurbit, group 9 ...... 0.70
Vegetable, fruiting, group 8-10 .. 0.20
Vegetable, tuberous and corm,

subgroup 1C ...oociiiriiiiiee 0.01

(b) Section 18 emergency exemptions.
[Reserved]

(c) Tolerances with regional
registrations. [Reserved]

(d) Indirect or inadvertent residues.
[Reserved]
[FR Doc. 2018-19951 Filed 9-12-18; 8:45 am]
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Commodity Pﬁ]ritlﬁ Op:]er
Almond, hulls .......cccccceeiiiieen. 0.15
Apple, wet pomace 0.05
Brassica, head and stem, group
516 e 0.50
Brassica, leafy greens, subgroup
4-16B 5.0
Citrus, ol 0.40
Cotton, gin byproducts 2.0
Cotton, undelinted seed 0.08
Fruit, citrus, group 10-10 ........... 0.15
Fruit, pome, group 11-10 ........... 0.02
Fruit, stone, group 12-12 ........... 0.03
Grain, aspirated fractions ........... 0.15

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2017-0702; FRL-9983-18]
Bacteriophage Active Against Erwinia

amylovora; Exemption from the
Requirement of a Tolerance

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

SUMMARY: This regulation establishes an
exemption from the requirement of a
tolerance for residues of lytic
bacteriophage active against Erwinia
amylovora that are produced in Erwinia
amylovora in or on apple and pear,
when used in accordance with label
directions and good agricultural
practices. OmniLytics, Inc. submitted a
petition to EPA under the Federal Food,
Drug, and Cosmetic Act (FFDCA),
requesting an exemption from the
requirement of a tolerance. This
regulation eliminates the need to
establish a maximum permissible level
for residues of bacteriophage active
against Erwinia amylovora in or on
apple and pear under FFDCA.

DATES: This regulation is effective
September 13, 2018. Objections and
requests for hearings must be received
on or before November 13, 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-2017-0702, 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
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:
Robert McNally, Biopesticides and
Pollution Prevention Division (7511P),
Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave. NW, Washington, DC
20460-0001; main telephone number:
(703) 305—7090; email address:
BPPDFRNotices@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 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. 346a(g), 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-2017-0702 in the subject line on


http://www.ecfr.gov/cgi-bin/text-idx?&c=ecfr&tpl=/ecfrbrowse/Title40/40tab_02.tpl
http://www.ecfr.gov/cgi-bin/text-idx?&c=ecfr&tpl=/ecfrbrowse/Title40/40tab_02.tpl
http://www.ecfr.gov/cgi-bin/text-idx?&c=ecfr&tpl=/ecfrbrowse/Title40/40tab_02.tpl
http://www.regulations.gov
http://www.epa.gov/dockets
mailto:BPPDFRNotices@epa.gov
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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 November 13, 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
(CBD) 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—
2017-0702, 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. Background

In the Federal Register of March 6,
2018 (83 FR 9471) (FRL-9973-27), EPA
issued a document pursuant to FFDCA
section 408(d)(3), 21 U.S.C. 346a(d)(3),
announcing the filing of a pesticide
tolerance petition (PP 7F8573) by
OmniLytics, Inc., 9100 South 500 West,
Sandy, UT 84070. The petition
requested that 40 CFR part 180 be
amended by establishing an exemption
from the requirement of a tolerance for
residues of the bactericide
bacteriophage active against Erwinia
amylovora in or on apple and pear. That
document referenced a summary of the
petition prepared by the petitioner
OmniLytics, Inc. and available in the
docket via http://www.regulations.gov.
There were no comments regarding this
exemption received in response to the
notice of filing.

Based upon review of data and other
information supporting the petition,
EPA is granting a tolerance exemption

that differs slightly from what the
petition requested. The reason for this
difference is explained in Unit II.C.

III. Final Rule

A. EPA’s Safety Determination

Section 408(c)(2)(A)(i) of FFDCA
allows EPA to establish an exemption
from the requirement of a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the exemption is “safe.”
Section 408(c)(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. Pursuant to
FFDCA section 408(c)(2)(B), in
establishing or maintaining in effect an
exemption from the requirement of a
tolerance, EPA must take into account
the factors set forth in FFDCA section
408(b)(2)(C), which require EPA to give
special consideration to exposure of
infants and children to the pesticide
chemical residue in establishing a
tolerance or tolerance exemption 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. . . .” Additionally, FFDCA
section 408(b)(2)(D) requires that EPA
consider “available information
concerning the cumulative effects of [a
particular pesticide’s] . . . residues and
other substances that have a common
mechanism of toxicity.”

EPA evaluated the available
toxicological and exposure data on
bacteriophage active against Erwinia
amylovora and considered their
validity, completeness, and reliability,
as well as the relationship of this
information to human risk. A full
explanation of the data upon which EPA
relied and its risk assessment based on
those data can be found within the
document entitled “Federal Food, Drug,
and Cosmetic Act (FFDCA) Safety
Determination for Bacteriophage Active
Against Erwinia amylovora.” This
document, as well as other relevant
information, is available in the docket
for this action as described under
ADDRESSES.

The available data demonstrated that
bacteriophage active against Erwinia
amylovora are not anticipated to be
toxic, pathogenic, or infective via any
route of exposure. Furthermore,
humans, including infants and children,

have been exposed to bacteriophage
through food and water, where they are
commonly found, with no known
adverse effects. Although there may be
some exposure to residues of
bacteriophage active against Erwinia
amylovora that are used on apple and
pear in accordance with label directions
and good agricultural practices, there is
a lack of concern due to the lack of
potential for adverse effects. EPA also
determined that retention of the Food
Quality Protection Act (FQPA) safety
factor was not necessary as part of the
qualitative assessment conducted for
bacteriophage active against Erwinia
amylovora.

Based upon its evaluation, EPA
concludes that there is a reasonable
certainty that no harm will result to the
U.S. population, including infants and
children, from aggregate exposure to
residues of bacteriophage active against
Erwinia amylovora. Therefore, an
exemption from the requirement of a
tolerance is established for residues of
lytic bacteriophage active against
Erwinia amylovora that are produced in
Erwinia amylovora in or on apple and
pear, when used in accordance with
label directions and good agricultural
practices.

B. Analytical Enforcement Methodology

An analytical method is not required
because EPA is establishing an
exemption from the requirement of a
tolerance without any numerical
limitation.

C. Differences Between Petition and
Tolerance Exemption Rule

In its petition, the petitioner
requested generally that EPA issue an
exemption from the requirement of a
tolerance for residues of bacteriophage
active against Erwinia amylovora in or
on apple and pear. The petitioner’s
supporting materials indicated that the
actual pesticide that would be used
would be safe because the bacteriophage
were lytic and were produced in
Erwinia amylovora. EPA believes that
only bacteriophage that have these same
characteristics as the organism tested
would be safe and should be exempt
from the requirement of a tolerance.
Therefore, EPA is issuing a tolerance
exemption that differs slightly from the
petition by limiting the exemption to
residues of bacteriophage that possess
the same characteristics as the
bacteriophage that were tested to
support this exemption.

IV. Statutory and Executive Order
Reviews

This action establishes a tolerance
exemption under FFDCA section 408(d)


http://www.epa.gov/dockets/contacts.html
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in response to a petition submitted to
EPA. 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), or Executive
Order 13045, entitled “Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997), nor is it considered a
regulatory action under 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, 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 exemption in this action,
do not require the issuance of a
proposed rule, the requirements of the
Regulatory Flexibility Act (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. As a result,
this action does not alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of FFDCA section 408(n)(4). As such,
EPA 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, EPA 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 (2 U.S.C. 1501 et
seq.).

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

V. 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: September 4, 2018.
Richard P. Keigwin, Jr.,
Director, 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. Add § 180.1359 to subpart D to read
as follows:

§180.1359 Bacteriophage active against
Erwinia amylovora; exemption from the
requirement of a tolerance.

An exemption from the requirement
of a tolerance is established for residues
of lytic bacteriophage active against
Erwinia amylovora that are produced in
Erwinia amylovora in or on apple and
pear, when used in accordance with
label directions and good agricultural
practices.

[FR Doc. 2018-19954 Filed 9-12—18; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2017-0703; FRL-9983-10]
Bacteriophage Active Against
Xanthomonas citri subsp. citri;

Exemption From the Requirement of a
Tolerance

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

SUMMARY: This regulation establishes an
exemption from the requirement of a
tolerance for residues of lytic
bacteriophage active against
Xanthomonas citri subsp. citri that are
produced in Xanthomonas citri subsp.
citri in or on food commodities included
in the fruit, citrus groups 10 and 10-10,
when used in accordance with label
directions and good agricultural
practices. OmniLytics, Inc. submitted a
petition to EPA under the Federal Food,
Drug, and Cosmetic Act (FFDCA),
requesting an exemption from the
requirement of a tolerance. This
regulation eliminates the need to
establish a maximum permissible level
for residues of bacteriophage active
against Xanthomonas citri subsp. citri in
or on food commodities of the fruit,
citrus groups 10 and 10-10 under
FFDCA.

DATES: This regulation is effective
September 13, 2018. Objections and
requests for hearings must be received
on or before November 13, 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-2017-0703, 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
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:
Robert McNally, Biopesticides and
Pollution Prevention Division (7511P),


http://www.regulations.gov
http://www.epa.gov/dockets
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Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave. NW, Washington, DC
20460-0001; main telephone number:
(703) 305—7090; email address:
BPPDFRNotices@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).

¢ 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 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. 346a(g), 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-2017-0703 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 November 13, 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
(CBD)) 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—
2017-0703, 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. Background

In the Federal Register of March 21,
2018 (83 FR 12311) (FRL-9974-76),
EPA issued a document pursuant to
FFDCA section 408(d)(3), 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide tolerance petition (PP 7F8574)
by OmniLytics, Inc., 9100 South 500
West, Sandy, UT 84070. The petition
requested that 40 CFR part 180 be
amended by establishing an exemption
from the requirement of a tolerance for
residues of the bactericide
bacteriophage active against
Xanthomonas citri subsp. citri in or on
citrus fruit, including orange, grapefruit,
pummelo, mandarin, lemon, lime,
tangerine, tangelo, and kumquat. That
document referenced a summary of the
petition prepared by the petitioner
OmniLytics, Inc. and available in the
docket via http://www.regulations.gov.
There were no comments regarding this
exemption received in response to the
notice of filing.

Based upon review of data and other
information supporting the petition,
EPA is granting a tolerance exemption
that differs slightly from what the
petition requested. The reason for this
difference is explained in Unit IIL.C.

III. Final Rule
A. EPA’s Safety Determination

Section 408(c)(2)(A)@i) of FFDCA
allows EPA to establish an exemption
from the requirement of a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the exemption is “safe.”
Section 408(c)(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. Pursuant to
FFDCA section 408(c)(2)(B), in
establishing or maintaining in effect an
exemption from the requirement of a
tolerance, EPA must take into account
the factors set forth in FFDCA section
408(b)(2)(C), which require EPA to give
special consideration to exposure of
infants and children to the pesticide
chemical residue in establishing a
tolerance or tolerance exemption 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. . . .” Additionally, FFDCA
section 408(b)(2)(D) requires that EPA
consider ‘““available information
concerning the cumulative effects of [a
particular pesticide’s] . . . residues and
other substances that have a common
mechanism of toxicity.”

EPA evaluated the available
toxicological and exposure data on
bacteriophage active against
Xanthomonas citri subsp. citri and
considered their validity, completeness,
and reliability, as well as the
relationship of this information to
human risk. A full explanation of the
data upon which EPA relied and its risk
assessment based on those data can be
found within the document entitled
“Federal Food, Drug, and Cosmetic Act
(FFDCA) Safety Determination for
Bacteriophage Active Against
Xanthomonas citri subsp. citri.” This
document, as well as other relevant
information, is available in the docket
for this action as described under
ADDRESSES.

The available data demonstrated that
bacteriophage active against
Xanthomonas citri subsp. citri are not
anticipated to be toxic, pathogenic, or
infective via any route of exposure.
Furthermore, humans, including infants
and children, have been exposed to
bacteriophage through food and water,
where they are commonly found, with
no known adverse effects. Although
there may be some exposure to residues
of bacteriophage active against
Xanthomonas citri subsp. citri that are
used on citrus fruit in accordance with
label directions and good agricultural
practices, there is a lack of concern due
to the lack of potential for adverse
effects. EPA also determined that
retention of the Food Quality Protection
Act (FQPA) safety factor was not
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necessary as part of the qualitative
assessment conducted for bacteriophage
active against Xanthomonas citri subsp.
citri.

Based upon its evaluation, EPA
concludes that there is a reasonable
certainty that no harm will result to the
U.S. population, including infants and
children, from aggregate exposure to
residues of bacteriophage active against
Xanthomonas citri subsp. citri.
Therefore, an exemption from the
requirement of a tolerance is established
for residues of lytic bacteriophage active
against Xanthomonas citri subsp. citri
that are produced in Xanthomonas citri
subsp. citri in or on food commodities
included in the fruit, citrus groups 10
and 10-10, when used in accordance
with label directions and good
agricultural practices.

B. Analytical Enforcement Methodology

An analytical method is not required
because EPA is establishing an
exemption from the requirement of a
tolerance without any numerical
limitation.

C. Differences Between Petition and
Tolerance Exemption Rule

In its petition, the petitioner
requested generally that EPA issue an
exemption from the requirement of a
tolerance for residues of bacteriophage
active against Xanthomonas citri subsp.
citri in or on citrus fruit, including
orange, grapefruit, pummelo, mandarin,
lemon, lime, tangerine, tangelo, and
kumquat. The petitioner’s supporting
materials indicated that the actual
pesticide that would be used would be
safe because the bacteriophage was lytic
and were produced in Xanthomonas
citri subsp. citri. EPA believes that only
bacteriophage that have these same
characteristics as the organism tested
would be safe and should be exempt
from the requirement of a tolerance.
Therefore, EPA is issuing a tolerance
exemption that differs slightly from the
petition by limiting the exemption to
residues of the bacteriophage that
possess the same characteristics as the
bacteriophage that were tested to
support this exemption.

IV. Statutory and Executive Order
Reviews

This action establishes a tolerance
exemption under FFDCA section 408(d)
in response to a petition submitted to
EPA. 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), or Executive
Order 13045, entitled ‘“Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997), nor is it considered a
regulatory action under 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, 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 exemption in this action,
do not require the issuance of a
proposed rule, the requirements of the
Regulatory Flexibility Act (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. As a result,
this action does not alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of FFDCA section 408(n)(4). As such,
EPA 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, EPA 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 (2 U.S.C. 1501 et
seq.).

This action does not involve any
technical standards that would require
EPA’s consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology

Transfer and Advancement Act (15
U.S.C. 272 note).

V. 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: September 4, 2018.
Richard P. Keigwin, Jr.,
Director, 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. Add § 180.1360 to subpart D to read
as follows:

§180.1360 Bacteriophage active against
Xanthomonas citri subsp. citri; exemption
from the requirement of a tolerance.

An exemption from the requirement
of a tolerance is established for residues
of lytic bacteriophage active against
Xanthomonas citri subsp. citri that are
produced in Xanthomonas citri subsp.
citri in or on food commodities included
in the fruit, citrus groups 10 and 10-10,
when used in accordance with label
directions and good agricultural
practices.

[FR Doc. 2018-19958 Filed 9-12—18; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2017-0525; FRL—9983-31]
Pepino Mosaic Virus, Strain CH2,

Isolate 1906; Exemption From the
Requirement of a Tolerance

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

SUMMARY: This regulation establishes an
exemption from the requirement of a
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tolerance for residues of Pepino mosaic
virus, strain CH2, isolate 1906 in or on
tomato when this pesticide chemical is
used in accordance with label directions
and good agricultural practices.
Interregional Research Project Number 4
submitted a petition to EPA under the
Federal Food, Drug, and Cosmetic Act
(FFDCA), requesting an exemption from
a requirement of a tolerance. This
regulation eliminates the need to
establish a maximum permissible level
for residues of Pepino mosaic virus,
strain CH2, isolate 1906 in or on tomato
under FFDCA.

DATES: This regulation is effective
September 13, 2018. Objections and
requests for hearings must be received
on or before November 13, 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-2017-0525, 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
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:
Robert McNally, Biopesticides and
Pollution Prevention Division (7511P),
Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave. NW, Washington, DC
20460-0001; main telephone number:
(703) 305—7090; email address:
BPPDFRNotices@epa.gov.

SUPPLEMENTARY INFORMATION:
I. 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).

¢ 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 40 CFR part 180
through the Government Printing
Office’s e-CFR site at http://www.ecfr.
gov/cgi-bin/text-idx?&c=ecfré&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. 346a(g), 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-2017-0525 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 November 13, 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—
2017-0525, 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/
DQ), (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. Background

In the Federal Register of December
15, 2017 (82 FR 59604) (FRL-9970-50),
EPA issued a document pursuant to
FFDCA section 408(d)(3), 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide tolerance petition (PP 7E8567)
by Interregional Research Project
Number 4 (IR—4), Rutgers, The State
University of New Jersey, 500 College
Road East, Suite 201 W, Princeton, NJ
08540. The petition requested that 40
CFR part 180 be amended by
establishing an exemption from the
requirement of a tolerance for residues
of the microbial pesticide Pepino
mosaic virus, strain CH2, isolate 1906 in
or on tomato. That document referenced
a summary of the petition prepared by
the petitioner IR—4 and available in the
docket via http://www.regulations.gov.
Comments were received on the notice
of filing. EPA’s response to these
comments is discussed in Unit III.C.

IIL. Final Rule
A. EPA’s Safety Determination

Section 408(c)(2)(A)(@i) of FFDCA
allows EPA to establish an exemption
from the requirement of a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the exemption is “safe.”
Section 408(c)(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. Pursuant to
FFDCA section 408(c)(2)(B), in
establishing or maintaining in effect an
exemption from the requirement of a
tolerance, EPA must take into account
the factors set forth in FFDCA section
408(b)(2)(C), which require EPA to give
special consideration to exposure of
infants and children to the pesticide
chemical residue in establishing a
tolerance or tolerance exemption 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. . . .”” Additionally, FFDCA
section 408(b)(2)(D) requires that EPA
consider ‘““available information
concerning the cumulative effects of [a
particular pesticide’s] . . . residues and
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other substances that have a common
mechanism of toxicity.”

EPA evaluated the available
toxicological and exposure data on
Pepino mosaic virus, strain CH2, isolate
1906 and considered their validity,
completeness, and reliability, as well as
the relationship of this information to
human risk. A full explanation of the
data upon which EPA relied and its risk
assessment based on those data can be
found within the document entitled
“Federal Food, Drug, and Cosmetic Act
(FFDCA) Safety Determination for
Pepino mosaic virus, strain CH2, isolate
1906” (Safety Determination). This
document, as well as other relevant
information, is available in the docket
for this action as described under
ADDRESSES.

The available data demonstrated that
in regard to humans Pepino mosaic
virus, strain CH2, isolate 1906 is not
likely to be toxic or pathogenic, is not
infective, and is not able to replicate in
human cells. Furthermore, humans,
including infants and children,
continuously consume plant viruses,
including Pepino mosaic virus, strain
CH2, isolate 1906, due to the ubiquitous
nature of these viruses in plants and
fruits, and no cases have been
documented of any plant virus causing
toxicity or diseases in humans or
animals. Although there may be some
exposure to residues of Pepino mosaic
virus, strain CH2, isolate 1906 that are
used on tomato in accordance with label
directions and good agricultural
practices, such exposure is unlikely to
cause any adverse effects. EPA also
determined in the Safety Determination
that retention of the Food Quality
Protection Act (FQPA) safety factor was
not necessary as part of the qualitative
assessment conducted for Pepino
mosaic virus, strain CH2, isolate 1906.

Based upon its evaluation in the
Safety Determination, EPA concludes
that there is a reasonable certainty that
no harm will result to the U.S.
population, including infants and
children, from aggregate exposure to
residues of Pepino mosaic virus, strain
CH2, isolate 1906. Therefore, an
exemption from the requirement of a
tolerance is established for residues of
Pepino mosaic virus, strain CH2, isolate
1906 in or on tomato when this
pesticide chemical is used in
accordance with label directions and
good agricultural practices.

B. Analytical Enforcement Methodology

An analytical method is not required
because EPA is establishing an
exemption from the requirement of a
tolerance without any numerical
limitation.

C. Response to Comments

Three comments were received in
response to the notice of filing. EPA
reviewed the comments and determined
that they are irrelevant to the tolerance
exemption in this action.

IV. Statutory and Executive Order
Reviews

This action establishes a tolerance
exemption under FFDCA section 408(d)
in response to a petition submitted to
EPA. 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), or Executive
Order 13045, entitled ‘“Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997) nor is it considered a
regulatory action under 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 (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 exemption in this action,
do not require the issuance of a
proposed rule, the requirements of the
Regulatory Flexibility Act (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. As a result,
this action does not alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of FFDCA section 408(n)(4). As such,
EPA 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, EPA 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 (2 U.S.C. 1501 et
seq.).

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

V. 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: September 6, 2018.

Richard P. Keigwin, Jr.,
Director, 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. Add §180.1361 to subpart D to read
as follows:

§180.1361 Pepino mosaic virus, strain
CH2, isolate 1906; exemption from the
requirement of a tolerance.

Residues of Pepino mosaic virus,
strain CH2, isolate 1906 are exempt
from the requirement of a tolerance in
or on tomato when this pesticide
chemical is used in accordance with
label directions and good agricultural
practices.

[FR Doc. 201819959 Filed 9-12-18; 8:45 am]
BILLING CODE 6560-50-P
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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 300

[EPA-HQ-SFUND-2015-0575, EPA-HQ-
OLEM-2017-0605, 0608 and 0610, EPA-HQ—
OLEM-2018-0252 and 0254; FRL—-9983—-69—
OLEM]

National Priorities List

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

SUMMARY: The Comprehensive
Environmental Response,
Compensation, and Liability Act of 1980
(“CERCLA” or ‘“the Act”), as amended,
requires that the National Oil and
Hazardous Substances Pollution
Contingency Plan (“NCP”) include a list
of national priorities among the known
releases or threatened releases of
hazardous substances, pollutants or
contaminants throughout the United
States. The National Priorities List
(“NPL”) constitutes this list. The NPL is
intended primarily to guide the
Environmental Protection Agency (“the
EPA” or “the agency”) in determining
which sites warrant further
investigation. These further
investigations will allow the EPA to
assess the nature and extent of public
health and environmental risks
associated with the site and to
determine what CERCLA-financed
remedial action(s), if any, may be
appropriate. This rule adds five sites to
the General Superfund section of the
NPL, clarifies a site name, and
withdraws a previous addition to the
NPL.

DATES: The document is effective on
October 15, 2018.

ADDRESSES: Contact information for the
EPA Headquarters:

¢ Docket Coordinator, Headquarters;
U.S. Environmental Protection Agency;
CERCLA Docket Office; 1301
Constitution Avenue NW; William
Jefferson Clinton Building West, Room
3334, Washington, DC 20004, 202/566—
0276.

The contact information for the
regional dockets is as follows:

e Holly Inglis, Region 1 (CT, ME, MA,
NH, RI, VT), U.S. EPA, Superfund
Records and Information Center, 5 Post
Office Square, Suite 100, Boston, MA
02109-3912; 617/918-1413.

o Ildefonso Acosta, Region 2 (NJ, NY,
PR, VI), U.S. EPA, 290 Broadway, New
York, NY 10007-1866; 212/637—4344.

e Lorie Baker (ASRC), Region 3 (DE,
DC, MD, PA, VA, WV), U.S. EPA,
Library, 1650 Arch Street, Mailcode

3HS12, Philadelphia, PA 19103; 215/
814-3355.

e Cathy Amoroso, Region 4 (AL, FL,
GA, KY, MS, NC, SC, TN), U.S. EPA, 61
Forsyth Street SW, Mailcode 9T25,
Atlanta, GA 30303; 404/562—8637.

e Todd Quesada, Region 5 (IL, IN, MI,
MN, OH, WI), U.S. EPA Superfund
Division Librarian/SFD Records
Manager SRC-7], Metcalfe Federal
Building, 77 West Jackson Boulevard,
Chicago, IL 60604; 312/886—4465.

¢ Brenda Cook, Region 6 (AR, LA,
NM, OK, TX), U.S. EPA, 1445 Ross
Avenue, Suite 1200, Mailcode 6SFTS,
Dallas, TX 75202—2733; 214/665—7436.

¢ Kumud Pyakuryal, Region 7 (IA,
KS, MO, NE), U.S. EPA, 11201 Renner
Blvd., Mailcode SUPRSTAR, Lenexa, KS
66219; 913/551-7956.

o Victor Ketellapper, Region 8 (CO,
MT, ND, SD, UT, WY), U.S. EPA, 1595
Wynkoop Street, Mailcode 8EPR-B,
Denver, CO 80202-1129; 303/312—6578.

o Sharon Bowen, Region 9 (AZ, CA,
HI, NV, AS, GU, MP), U.S. EPA, 75
Hawthorne Street, Mailcode SFD 61,
San Francisco, CA 94105; 415/947—
4250.

¢ Ken Marcy, Region 10 (AK, ID, OR,
WA), U.S. EPA, 1200 6th Avenue,
Mailcode ECL-112, Seattle, WA 98101;
206/463—1349.

FOR FURTHER INFORMATION CONTACT:
Terry Jeng, phone: (703) 603—8852,
email: jeng.terry@epa.gov, Site
Assessment and Remedy Decisions
Branch, Assessment and Remediation
Division, Office of Superfund
Remediation and Technology
Innovation (Mailcode 5204P), U.S.
Environmental Protection Agency; 1200
Pennsylvania Avenue NW, Washington,
DC 20460; or the Superfund Hotline,
phone (800) 4249346 or (703) 412—
9810 in the Washington, DC,
metropolitan area.

SUPPLEMENTARY INFORMATION:

Table of Contents

I. Background

A. What are CERCLA and SARA?

B. What is the NCP?

C. What is the National Priorities List
(NPL)?

D. How are sites listed on the NPL?

E. What happens to sites on the NPL?

F. Does the NPL define the boundaries of
sites?

G. How are sites removed from the NPL?

H. May the EPA delete portions of sites
from the NPL as they are cleaned up?

I. What is the Construction Completion List
(ccLy?

J. What is the Sitewide Ready for
Anticipated Use measure?

K. What is state/tribal correspondence
concerning NPL Listing?

II. Availability of Information to the Public

A. May I review the documents relevant to

this final rule?

B. What documents are available for review
at the EPA Headquarters docket?

C. What documents are available for review
at the EPA regional dockets?

D. How do I access the documents?

E. How may I obtain a current list of NPL
sites?

III. Contents of This Final Rule

A. Additions to the NPL

B. What did the EPA do with the public
comments it received?

C. Site Name Clarification

D. Vacatur of Previous NPL Listing

IV. Statutory and Executive Order Reviews

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

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

C. Paperwork Reduction Act (PRA)

D. Regulatory Flexibility Act (RFA)

E. Unfunded Mandates Reform Act
(UMRA)

F. Executive Order 13132: Federalism

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

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

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

J. National Technology Transfer and
Advancement Act (NTTAA)

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

L. Congressional Review Act

I. Background

A. What are CERCLA and SARA?

In 1980, Congress enacted the
Comprehensive Environmental
Response, Compensation, and Liability
Act, 42 U.S.C. 9601-9675 (“CERCLA” or
“the Act”), in response to the dangers of
uncontrolled releases or threatened
releases of hazardous substances, and
releases or substantial threats of releases
into the environment of any pollutant or
contaminant that may present an
imminent or substantial danger to the
public health or welfare. CERCLA was
amended on October 17, 1986, by the
Superfund Amendments and
Reauthorization Act (“SARA”), Public
Law 99—499, 100 Stat. 1613 et seq.

B. What is the NCP?

To implement CERCLA, the EPA
promulgated the revised National Oil
and Hazardous Substances Pollution
Contingency Plan (“NCP”’), 40 CFR part
300, on July 16, 1982 (47 FR 31180),
pursuant to CERCLA section 105 and
Executive Order 12316 (46 FR 42237,
August 20, 1981). The NCP sets
guidelines and procedures for
responding to releases and threatened
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releases of hazardous substances, or
releases or substantial threats of releases
into the environment of any pollutant or
contaminant that may present an
imminent or substantial danger to the
public health or welfare. The EPA has
revised the NCP on several occasions.
The most recent comprehensive revision
was on March 8, 1990 (55 FR 8666).

As required under section
105(a)(8)(A) of CERCLA, the NCP also
includes “criteria for determining
priorities among releases or threatened
releases throughout the United States
for the purpose of taking remedial
action and, to the extent practicable,
taking into account the potential
urgency of such action, for the purpose
of taking removal action.” “Removal”
actions are defined broadly and include
a wide range of actions taken to study,
clean up, prevent or otherwise address
releases and threatened releases of
hazardous substances, pollutants or
contaminants (42 U.S.C. 9601(23)).

C. What is the National Priorities List
(NPL)?

The NPL is a list of national priorities
among the known or threatened releases
of hazardous substances, pollutants or
contaminants throughout the United
States. The list, which is appendix B of
the NCP (40 CFR part 300), was required
under section 105(a)(8)(B) of CERCLA,
as amended. Section 105(a)(8)(B)
defines the NPL as a list of “releases”
and the highest priority “facilities” and
requires that the NPL be revised at least
annually. The NPL is intended
primarily to guide the EPA in
determining which sites warrant further
investigation to assess the nature and
extent of public health and
environmental risks associated with a
release of hazardous substances,
pollutants or contaminants. The NPL is
of only limited significance, however, as
it does not assign liability to any party
or to the owner of any specific property.
Also, placing a site on the NPL does not
mean that any remedial or removal
action necessarily need be taken.

For purposes of listing, the NPL
includes two sections, one of sites that
are generally evaluated and cleaned up
by the EPA (the “General Superfund
section’) and one of sites that are
owned or operated by other federal
agencies (the ‘“Federal Facilities
section”). With respect to sites in the
Federal Facilities section, these sites are
generally being addressed by other
federal agencies. Under Executive Order
12580 (52 FR 2923, January 29, 1987)
and CERCLA section 120, each federal
agency is responsible for carrying out
most response actions at facilities under
its own jurisdiction, custody or control,

although the EPA is responsible for
preparing a Hazard Ranking System
(“HRS”’) score and determining whether
the facility is placed on the NPL.

D. How are sites listed on the NPL?

There are three mechanisms for
placing sites on the NPL for possible
remedial action (see 40 CFR 300.425(c)
of the NCP): (1) A site may be included
on the NPL if it scores sufficiently high
on the HRS, which the EPA
promulgated as appendix A of the NCP
(40 CFR part 300). The HRS serves as a
screening tool to evaluate the relative
potential of uncontrolled hazardous
substances, pollutants or contaminants
to pose a threat to human health or the
environment. On December 14, 1990 (55
FR 51532), the EPA promulgated
revisions to the HRS partly in response
to CERCLA section 105(c), added by
SARA. On January 9, 2017 (82 FR 2760),
a subsurface intrusion component was
added to the HRS to enable the EPA to
consider human exposure to hazardous
substances or pollutants and
contaminants that enter regularly
occupied structures through subsurface
intrusion when evaluating sites for the
NPL. The current HRS evaluates four
pathways: Ground water, surface water,
soil exposure and subsurface intrusion,
and air. As a matter of agency policy,
those sites that score 28.50 or greater on
the HRS are eligible for the NPL. (2)
Each state may designate a single site as
its top priority to be listed on the NPL,
without any HRS score. This provision
of CERCLA requires that, to the extent
practicable, the NPL include one facility
designated by each state as the greatest
danger to public health, welfare or the
environment among known facilities in
the state. This mechanism for listing is
set out in the NCP at 40 CFR
300.425(c)(2). (3) The third mechanism
for listing, included in the NCP at 40
CFR 300.425(c)(3), allows certain sites
to be listed without any HRS score, if all
of the following conditions are met:

e The Agency for Toxic Substances
and Disease Registry (ATSDR) of the
U.S. Public Health Service has issued a
health advisory that recommends
dissociation of individuals from the
release.

o The EPA determines that the release
poses a significant threat to public
health.

e The EPA anticipates that it will be
more cost-effective to use its remedial
authority than to use its removal
authority to respond to the release.

The EPA promulgated an original NPL
of 406 sites on September 8, 1983 (48 FR
40658) and generally has updated it at
least annually.

E. What happens to sites on the NPL?

A site may undergo remedial action
financed by the Trust Fund established
under CERCLA (commonly referred to
as the “Superfund”) only after it is
placed on the NPL, as provided in the
NCP at 40 CFR 300.425(b)(1).
(“Remedial actions” are those
“consistent with a permanent remedy,
taken instead of or in addition to
removal actions’’ (40 CFR 300.5).)
However, under 40 CFR 300.425(b)(2),
placing a site on the NPL ““does not
imply that monies will be expended.”
The EPA may pursue other appropriate
authorities to respond to the releases,
including enforcement action under
CERCLA and other laws.

F. Does the NPL define the boundaries
of sites?

The NPL does not describe releases in
precise geographical terms; it would be
neither feasible nor consistent with the
limited purpose of the NPL (to identify
releases that are priorities for further
evaluation), for it to do so. Indeed, the
precise nature and extent of the site are
typically not known at the time of
listing.

Although a CERCLA “facility” is
broadly defined to include any area
where a hazardous substance has “come
to be located” (CERCLA section 101(9)),
the listing process itself is not intended
to define or reflect the boundaries of
such facilities or releases. Of course,
HRS data (if the HRS is used to list a
site) upon which the NPL placement
was based will, to some extent, describe
the release(s) at issue. That is, the NPL
site would include all releases evaluated
as part of that HRS analysis.

When a site is listed, the approach
generally used to describe the relevant
release(s) is to delineate a geographical
area (usually the area within an
installation or plant boundaries) and
identify the site by reference to that
area. However, the NPL site is not
necessarily coextensive with the
boundaries of the installation or plant,
and the boundaries of the installation or
plant are not necessarily the
“boundaries” of the site. Rather, the site
consists of all contaminated areas
within the area used to identify the site,
as well as any other location where that
contamination has come to be located,
or from where that contamination came.

In other words, while geographic
terms are often used to designate the site
(e.g., the “Jones Co. Plant site”’) in terms
of the property owned by a particular
party, the site, properly understood, is
not limited to that property (e.g., it may
extend beyond the property due to
contaminant migration), and conversely
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may not occupy the full extent of the
property (e.g., where there are
uncontaminated parts of the identified
property, they may not be, strictly
speaking, part of the “site”). The “‘site”
is thus neither equal to, nor confined by,
the boundaries of any specific property
that may give the site its name, and the
name itself should not be read to imply
that this site is coextensive with the
entire area within the property
boundary of the installation or plant. In
addition, the site name is merely used
to help identify the geographic location
of the contamination, and is not meant
to constitute any determination of
liability at a site. For example, the name
“Jones Co. plant site,” does not imply
that the Jones Company is responsible
for the contamination located on the
plant site.

EPA regulations provide that the
remedial investigation (“RI”) “is a
process undertaken . . . to determine
the nature and extent of the problem
presented by the release” as more
information is developed on site
contamination, and which is generally
performed in an interactive fashion with
the feasibility study (“FS”’) (40 CFR
300.5). During the RI/FS process, the
release may be found to be larger or
smaller than was originally thought, as
more is learned about the source(s) and
the migration of the contamination.
However, the HRS inquiry focuses on an
evaluation of the threat posed and
therefore the boundaries of the release
need not be exactly defined. Moreover,
it generally is impossible to discover the
full extent of where the contamination
“has come to be located” before all
necessary studies and remedial work are
completed at a site. Indeed, the known
boundaries of the contamination can be
expected to change over time. Thus, in
most cases, it may be impossible to
describe the boundaries of a release
with absolute certainty.

Further, as noted previously, NPL
listing does not assign liability to any
party or to the owner of any specific
property. Thus, if a party does not
believe it is liable for releases on
discrete parcels of property, it can
submit supporting information to the
agency at any time after it receives
notice it is a potentially responsible
party.

For these reasons, the NPL need not
be amended as further research reveals
more information about the location of
the contamination or release.

G. How are sites removed from the NPL?

The EPA may delete sites from the
NPL where no further response is
appropriate under Superfund, as
explained in the NCP at 40 CFR

300.425(e). This section also provides
that the EPA shall consult with states on
proposed deletions and shall consider
whether any of the following criteria
have been met:

(i) Responsible parties or other
persons have implemented all
appropriate response actions required;

(ii) All appropriate Superfund-
financed response has been
implemented and no further response
action is required; or

(iii) The remedial investigation has
shown the release poses no significant
threat to public health or the
environment, and taking of remedial
measures is not appropriate.

H. May the EPA delete portions of sites
from the NPL as they are cleaned up?

In November 1995, the EPA initiated
a policy to delete portions of NPL sites
where cleanup is complete (60 FR
55465, November 1, 1995). Total site
cleanup may take many years, while
portions of the site may have been
cleaned up and made available for
productive use.

I. What is the Construction Completion
List (CCL)?

The EPA also has developed an NPL
construction completion list (“CCL”) to
simplify its system of categorizing sites
and to better communicate the
successful completion of cleanup
activities (58 FR 12142, March 2, 1993).
Inclusion of a site on the CCL has no
legal significance.

Sites qualify for the CCL when: (1)
Any necessary physical construction is
complete, whether or not final cleanup
levels or other requirements have been
achieved; (2) the EPA has determined
that the response action should be
limited to measures that do not involve
construction (e.g., institutional
controls); or (3) the site qualifies for
deletion from the NPL. For more
information on the CCL, see the EPA’s
internet site at https://www.epa.gov/
superfund/construction-completions-
national-priorities-list-npl-sites-number.

J. What is the Sitewide Ready for
Anticipated Use measure?

The Sitewide Ready for Anticipated
Use measure represents important
Superfund accomplishments and the
measure reflects the high priority the
EPA places on considering anticipated
future land use as part of the remedy
selection process. See Guidance for
Implementing the Sitewide Ready-for-
Reuse Measure, May 24, 2006, OSWER
9365.0-36. This measure applies to final
and deleted sites where construction is
complete, all cleanup goals have been
achieved, and all institutional or other

controls are in place. The EPA has been
successful on many occasions in
carrying out remedial actions that
ensure protectiveness of human health
and the environment for current and
future land uses, in a manner that
allows contaminated properties to be
restored to environmental and economic
vitality. For further information, please
go to https://www.epa.gov/superfund/
about-superfund-cleanup-process#tab-9.

K. What is state/tribal correspondence
concerning NPL listing?

In order to maintain close
coordination with states and tribes in
the NPL listing decision process, the
EPA’s policy is to determine the
position of the states and tribes
regarding sites that the EPA is
considering for listing. This
consultation process is outlined in two
memoranda that can be found at the
following website: https://www.epa.gov/
superfund/statetribal-correspondence-
concerning-npl-site-listing.

The EPA has improved the
transparency of the process by which
state and tribal input is solicited. The
EPA is using the Web and where
appropriate more structured state and
tribal correspondence that (1) explains
the concerns at the site and the EPA’s
rationale for proceeding; (2) requests an
explanation of how the state intends to
address the site if placement on the NPL
is not favored; and (3) emphasizes the
transparent nature of the process by
informing states that information on
their responses will be publicly
available.

A model letter and correspondence
between the EPA and states and tribes
where applicable, is available on the
EPA’s website at http://
semspub.epa.gov/src/document/HQ/
174024.

II. Availability of Information to the
Public

A. May I review the documents relevant
to this final rule?

Yes, documents relating to the
evaluation and scoring of the sites in
this final rule are contained in dockets
located both at the EPA headquarters
and in the EPA regional offices.

An electronic version of the public
docket is available through https://
www.regulations.gov (see table below
for docket identification numbers).
Although not all docket materials may
be available electronically, you may still
access any of the publicly available
docket materials through the docket
facilities identified in section IL.D.
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DOCKET IDENTIFICATION NUMBERS BY SITE

Site name

City/county, state

Docket ID No.

Broadway Street Corridor Groundwater Contamination
Rockwell International Wheel & Trim .................
Donnelsville Contaminated Aquifer ....................
Southside Chattanooga Lead .........ccccoceeveenneene

Delfasco Forge

Anderson, IN
Grenada, MS

Chattanooga, TN
Grand Prairie, TX

Donnelsville, OH .........

EPA-HQ-OLEM-2017-0605
EPA-HQ-OLEM-2017-0608
EPA-HQ-OLEM-2018-0252
EPA-HQ-OLEM-2017-0610
EPA-HQ-OLEM-2018-0254

B. What documents are available for
review at the EPA Headquarters docket?

The headquarters docket for this rule
contains the HRS score sheets, the
documentation record describing the
information used to compute the score
and a list of documents referenced in
the documentation record for each site.

C. What documents are available for
review at the EPA regional dockets?

The EPA regional dockets contain all
the information in the headquarters
docket, plus the actual reference
documents containing the data
principally relied upon by the EPA in
calculating or evaluating the HRS score.

These reference documents are available
only in the regional dockets.

D. How do I access the documents?

You may view the documents, by
appointment only, after the publication
of this rule. The hours of operation for
the headquarters docket are from 8:30
a.m. to 4:30 p.m., Monday through
Friday, excluding federal holidays.
Please contact the regional dockets for
hours. For addresses for the
headquarters and regional dockets, see
ADDRESSES section in the beginning
portion of this preamble.

E. How may I obtain a current list of
NPL sites?

You may obtain a current list of NPL
sites via the internet at https://
www.epa.gov/superfund/national-
priorities-list-npl-sites-site-name or by
contacting the Superfund docket (see
contact information in the beginning
portion of this document).

II1. Contents of This Final Rule
A. Additions to the NPL

This final rule adds the following five
sites to the General Superfund section of
the NPL. These sites are being added to
the NPL based on HRS score.

General Superfund section:

State

Site name

City/county

Southside Chattanooga Lead

Broadway Street Corridor Groundwater Contamination
Rockwell International Wheel & Trim
Donnelsville Contaminated Aquifer ......

DEIfASCO FOIGE ...ttt ettt ettt et e

..... Anderson.

Grenada.
Donnelsville.
Chattanooga.
Grand Prairie.

B. What did the EPA do with the public
comments it received?

The EPA reviewed all comments
received on the sites in this rule and
responded to all relevant comments.
The EPA is adding five sites to the NPL
in this final rule. Three sites were
proposed for NPL addition on January
18, 2018 (83 FR 2576). The sites are:
Broadway Street Corridor Groundwater
Contamination in Anderson, IN;
Rockwell International Wheel & Trim in
Grenada, MS; and Southside
Chattanooga Lead in Chattanooga, TN.
Two sites were proposed for NPL
addition on May 17, 2018 (83 FR
22918). Those sites are: Donnelsville
Contaminated Aquifer in Donnelsville,
OH; and Delfasco Forge in Grand
Prairie, TX.

Comments on Rockwell International
Wheel & Trim, Southside Chattanooga
Lead and Broadway Street Corridor
Groundwater Contamination are being
addressed in response to comment
support documents available in the
public docket concurrently with this
rule. To view public comments on these
sites, as well as EPA’s response, please

refer to the support documents filed in
connection with this rule.

The EPA received no comments on
the Delfasco Forge site.

For the Donnelsville Contaminated
Aquifer site, the EPA received one
comment from community members in
support of NPL listing and one comment
unrelated to NPL listing.

C. Site Name Clarification

On January 18, 2018 (83 FR 2576) the
EPA proposed to add the “Southside
Chattanooga Lead Site” site to the NPL.
The EPA is dropping “Site” from the
site name and henceforth referring to it
as Southside Chattanooga Lead.

D. Vacatur of Previous NPL Listing

EPA placed the West Vermont
Drinking Water Contamination site
located in Indianapolis, Indiana on the
NPL on September 9, 2016 (81 FR
62397). On May 18, 2018, the U.S. Court
of Appeals for the District of Columbia
Circuit vacated the 2016 rule which
placed the site on the NPL (Genuine
Parts Co. v. EPA, No. 16—-1416 (DC Cir.
2018)). Consequently, EPA has
withdrawn the West Vermont Drinking
Water Contamination site from the NPL.

1IV. Statutory and Executive Order
Reviews

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

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

This action is not a significant
regulatory action and was therefore not
submitted to the Office of Management
and Budget (OMB) for review.

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

This action is not an Executive Order
13771 regulatory action because this
action is not significant under Executive
Order 123866.

C. Paperwork Reduction Act (PRA)

This action does not impose an
information collection burden under the
PRA. This rule does not contain any
information collection requirements that
require approval of the OMB.
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D. Regulatory Flexibility Act (RFA)

I certify that this action will not have
a significant economic impact on a
substantial number of small entities
under the RFA. This action will not
impose any requirements on small
entities. This rule listing sites on the
NPL does not impose any obligations on
any group, including small entities. This
rule also does not establish standards or
requirements that any small entity must
meet, and imposes no direct costs on
any small entity. Whether an entity,
small or otherwise, is liable for response
costs for a release of hazardous
substances depends on whether that
entity is liable under CERCLA 107(a).
Any such liability exists regardless of
whether the site is listed on the NPL
through this rulemaking.

E. Unfunded Mandates Reform Act
(UMRA)

This action does not contain any
unfunded mandate as described in
UMRA, 2 U.S.C. 1531-1538, and does
not significantly or uniquely affect small
governments. This action imposes no
enforceable duty on any state, local or
tribal governments or the private sector.
Listing a site on the NPL does not itself
impose any costs. Listing does not mean
that the EPA necessarily will undertake
remedial action. Nor does listing require
any action by a private party, state, local
or tribal governments or determine
liability for response costs. Costs that
arise out of site responses result from
future site-specific decisions regarding
what actions to take, not directly from
the act of placing a site on the NPL.

F. Executive Order 13132: Federalism

This final rule does not have
federalism implications. It will not have
substantial direct effects on the states,
on the relationship between the national
government and the states, or on the
distribution of power and
responsibilities among the various
levels of government.

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

This action does not have tribal
implications as specified in Executive
Order 13175. Listing a site on the NPL
does not impose any costs on a tribe or
require a tribe to take remedial action.
Thus, Executive Order 13175 does not
apply to this action.

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

The EPA interprets Executive Order
13045 as applying only to those
regulatory actions that concern

environmental health or safety risks that
the EPA has reason to believe may
disproportionately affect children, per
the definition of “covered regulatory
action” in section 2—202 of the
Executive Order. This action is not
subject to Executive Order 13045
because this action itself is procedural
in nature (adds sites to a list) and does
not, in and of itself, provide protection
from environmental health and safety
risks. Separate future regulatory actions
are required for mitigation of
environmental health and safety risks.

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

This action is not subject to Executive
Order 13211, because it is not a
significant regulatory action under
Executive Order 12866.

J. National Technology Transfer and
Advancement Act (NTTAA)

This rulemaking does not involve
technical standards.

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

The EPA believes the human health or
environmental risk addressed by this
action will not have potential
disproportionately high and adverse
human health or environmental effects
on minority, low-income or indigenous
populations because it does not affect
the level of protection provided to
human health or the environment. As
discussed in Section I.C. of the
preamble to this action, the NPL is a list
of national priorities. The NPL is
intended primarily to guide the EPA in
determining which sites warrant further
investigation to assess the nature and
extent of public health and
environmental risks associated with a
release of hazardous substances,
pollutants or contaminants. The NPL is
of only limited significance as it does
not assign liability to any party. Also,
placing a site on the NPL does not mean
that any remedial or removal action
necessarily need be taken.

L. Congressional Review Act

This action is subject to the CRA, and
the EPA will submit a rule report to
each House of the Congress and to the
Comptroller General of the United
States. This action is not a “major rule”
as defined by 5 U.S.C. 804(2).

Provisions of the Congressional
Review Act (CRA) or section 305 of
CERCLA may alter the effective date of
this regulation. Under 5 U.S.C.
801(b)(1), a rule shall not take effect, or
continue in effect, if Congress enacts

(and the President signs) a joint
resolution of disapproval, described
under section 802. Another statutory
provision that may affect this rule is
CERCLA section 305, which provides
for a legislative veto of regulations
promulgated under CERCLA. Although
INS v. Chadha, 462 U.S. 919,103 S. Ct.
2764 (1983), and Bd. of Regents of the
University of Washington v. EPA, 86
F.3d 1214,1222 (D.C. Cir. 1996), cast the
validity of the legislative veto into
question, the EPA has transmitted a
copy of this regulation to the Secretary
of the Senate and the Clerk of the House
of Representatives.

If action by Congress under either the
CRA or CERCLA section 305 calls the
effective date of this regulation into
question, the EPA will publish a
document of clarification in the Federal
Register.

List of Subjects in 40 CFR Part 300

Environmental protection, Air
pollution control, Chemicals, Hazardous
substances, Hazardous waste,
Intergovernmental relations, Natural
resources, Oil pollution, Penalties,
Reporting and recordkeeping
requirements, Superfund, Water
pollution control, Water supply.

Dated: September 6, 2018.
Barry N. Breen,

Acting Assistant Administrator, Office of
Land and Emergency Management.

40 CFR part 300 is amended as
follows:

PART 300—NATIONAL OIL AND
HAZARDOUS SUBSTANCES
POLLUTION CONTINGENCY PLAN

m 1. The authority citation for part 300
continues to read as follows:

Authority: 33 U.S.C. 1321(d); 42 U.S.C.
9601-9657; E.O. 13626, 77 FR 56749, 3 CFR,
2013 Comp., p. 306; E.O. 12777, 56 FR 54757,
3 CFR, 1991 Comp., p.351; E.O. 12580, 52 FR
2923, 3 CFR, 1987 Comp., p.193.

m 2. Table 1 of appendix B to part 300
is amended as follows:
m a. Under Indiana:
m i. By adding the entry “Broadway
Street Corridor Groundwater
Contamination” in alphabetical order.
m ii. By removing the entry “West
Vermont Drinking Water”.
m b. By adding the entries for “Rockwell
International Wheel & Trim”,
“Donnelsville Contaminated Aquifer”,
“Southside Chattanooga Lead”, and
“Delfasco Forge” in alphabetical order
by state.

The additions read as follows:

Appendix B to Part 300—National
Priorities List
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TABLE 1—GENERAL SUPERFUND SECTION
State Site name City/county Notes (a)
IN ... * .......................... Br*oadway Street Corrit;or Groundwater Con;amination .............. * Anderson * .................. *
MS ... * .......................... R;ckwell International :Nheel & Trim .......... * ............................... * Grenada * .................. *
OH ....... * .......................... D;nnelsville Contamin;ted Aquifer ............. * ............................... * Donnelsville * .................. *
TN ... * .......................... S;uthside Chattanoogf:lk (=T To R * ............................... * Chattanooga * .................. *
TX e * .......................... D;Ifasco Forge .......... * ................................. * ............................... *Grand Prairie * .................. *

@ A = Based on issuance of health advisory by Agency for Toxic Substances and Disease Registry (if scored, HRS score need not be greater

than or equal to 28.50).

* * * * *

[FR Doc. 2018-19878 Filed 9-12-18; 8:45 am]
BILLING CODE 6560-50—-P

GENERAL SERVICES
ADMINISTRATION

41 CFR Part 3011

[Notice-MA-2018-08; Docket No. 2018-
0002, Sequence No. 20]

Federal Travel Regulation: Contract
City-Pair Business-Class Air
Accommodations

AGENCY: Office of Government-wide
Policy (OGP), General Services
Administration (GSA).

ACTION: Notification of Federal Travel
Regulation (FTR) Bulletin 18-08,
Contract City-Pair Business-Class Air
Accommodations.

SUMMARY: GSA is notifying agencies that
Federal civilian employees of an agency
as defined in its regulations, if
authorized to travel via business-class
air accommodations, must use the
business-class city-pair fare (coded as
“—CB”’) where awarded for the route(s)
listed on the travel authorization. The
information outlined in an FTR bulletin
will provide clarity and promote
consistency across the Government.
DATES: FTR Bulletin 18-08 is available
September 13, 2018.

ADDRESSES: The bulletin is located at
www.gsa.gov/ftr under the “FTR &
Related Files” tab.

FOR FURTHER INFORMATION CONTACT: For
clarification of content, please contact
Mr. Cy Greenidge, Office of
Government-wide Policy, Office of
Asset and Transportation Management,

at 202—-219-2349, or by email at
travelpolicy@gsa.gov. Please cite Notice
of FTR Bulletin 18-08.

SUPPLEMENTARY INFORMATION: Federal
civilian employees of an agency as
defined in FTR § 301-1.1, if authorized
to travel via business-class air
accommodations, must use the
business-class city-pair fare (coded as
“—CB”’) where awarded for the route(s)
listed on the travel authorization. The
Federal traveler must use this fare or
have an authorized exception to
mandatory use of a contract city-pair
fare per the FTR. The information
outlined in FTR Bulletin 18-08 will
provide clarity and promote consistency
across the Government. This bulletin is
located at www.gsa.gov/ftr under the
“FTR & Related Files” tab.

Dated: September 6, 2018.
Jessica Salmoiraghi,

Associate Administrator, Office of
Government-wide Policy.

[FR Doc. 2018-19884 Filed 9-12—-18; 8:45 am]
BILLING CODE 6820-14-P

DEPARTMENT OF VETERANS
AFFAIRS

48 CFR Parts 831, 833, 852 and 871
RIN 2900-AQ02

VA Acquisition Regulation: Contract
Cost Principles and Procedures;
Protests, Disputes and Appeals

AGENCY: Department of Veterans Affairs.
ACTION: Final rule.

SUMMARY: The Department of Veterans
Affairs (VA) is amending and updating
its VA Acquisition Regulation (VAAR)
in phased increments to revise or

remove any policy superseded by
changes in the Federal Acquisition
Regulation (FAR), to remove procedural
guidance internal to VA into the VA
Acquisition Manual (VAAM), and to
incorporate any new agency specific
regulations or policies. These changes
seek to streamline and align the VAAR
with the FAR and remove outdated and
duplicative requirements and reduce
burden on contractors. The VAAM
incorporates portions of the removed
VAAR as well as other internal agency
acquisition policy. VA will rewrite
certain parts of the VAAR and VAAM,
and as VAAR parts are rewritten, we
will publish them in the Federal
Register. In particular, this rulemaking
revises VAAR concerning Contract Cost
Principles and Procedures and Protests,
Disputes and Appeals.

DATES: This rule is effective on October
15, 2018.

FOR FURTHER INFORMATION CONTACT: Mr.
Rafael N. Taylor, Senior Procurement
Analyst, Procurement Policy and
Warrant Management Services, 003A2A,
425 I Street NW, Washington, DC 20001,
(202) 382-2787. This is not a toll-free
telephone number.

SUPPLEMENTARY INFORMATION: On Apl‘ﬂ
6, 2018, VA published a proposed rule
in the Federal Register (83 FR 14826),
which announced VA's intent to amend
regulations for VAAR Case RIN 2900—
AQO2 (Parts 831 and 833). In particular,
this final rule revises VAAR part 831 to
clarify the cost principles under the
chapter 31 program and to apply those
principles to both fixed-price and cost
reimbursement contracts with
educational institutions, as well as those
with commercial and non-profit
organizations. It revises VAAR part 833
to update information for where an
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interested party may protest to the
contracting officer; provides for
independent review a level above the
contracting officer; and clarifies how
interested parties may appeal a
contracting officer’s decision on a
protest. Other revisions include
clarification of the types of protests that
may be dismissed by VA without
consideration of the merits, or may be
forwarded to another agency for
appropriate action; states that certain
challenges of the legal status of a firm
as a regular dealer or manufacturer is
determined solely by the procuring
agency, the Small Business
Administration (SBA) if a small
business is involved, and the Secretary
of Labor; updates two clauses in part
852 related to protests; clarifies a
contractor’s obligation to continue
performance under a dispute; and,
revises a definition of a term in VAAR
part 871 to comport with the same term
used in VAAR part 831.

VA provided a 60-day comment
period for the public to respond to the
proposed rule. The comment period for
the proposed rule ended on June 5, 2018
and VA received no comments. This
document adopts as a final rule the
proposed rule published in the Federal
Register on April 6, 2018, with minor
stylistic and grammatical edits. This
final rule has Federal Register
administrative format changes in the
amendatory text which make no
substantive text changes at the affected
sections.

Unfunded Mandates

The Unfunded Mandates Reform Act
of 1995 requires, at 2 U.S.C. 1532, that
agencies prepare an assessment of
anticipated costs and benefits before
issuing any rule that may result in the
expenditure by State, local, and tribal
Governments, in the aggregate, or by the
private sector, of $100 million or more
(adjusted annually for inflation) in any
one year. This final rule will have no
such effect on State, local, and tribal
Governments or on the private sector.

Paperwork Reduction Act

This final rule contains no provisions
constituting a collection of information
under the Paperwork Reduction Act of
1995 (44 U.S.C. 3501-3521).

Regulatory Flexibility Act

This final rule will not have a
significant economic impact on a
substantial number of small entities as
they are defined in the Regulatory
Flexibility Act, 5 U.S.C. 601-612. This
final rule will generally be small
business neutral. The overall impact of
the rule will be of benefit to small

businesses owned by Veterans or
service-disabled Veterans as the VAAR
is being updated to remove extraneous
procedural information that applies
only to VA’s internal operating
procedures. VA is merely adding
existing and current regulatory
requirements to the VAAR and
removing any guidance that is
applicable only to VA’s internal
operation processes or procedures. VA
estimates no cost impact to individual
businesses will result from these rule
updates. This rulemaking does not
change VA'’s policy regarding small
businesses, does not have an economic
impact to individual businesses, and
there are no increased or decreased
costs to small business entities. On this
basis, the final rule will not have an
economic impact on a substantial
number of small entities as they are
defined in the Regulatory Flexibility
Act, 5 U.S.C. 601-612. Therefore, under
5 U.S.C. 605(b), this regulatory action is
exempt from the initial and final
regulatory flexibility analysis
requirements of sections 603 and 604.

Executive Orders 12866, 13563 and
13771

Executive Orders (E.O.s) 12866 and
13563 direct agencies to assess all costs
and benefits of available regulatory
alternatives and, if regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety
effects, distributive impacts, and
equity). E.O. 13563 emphasizes the
importance of quantifying both costs
and benefits of reducing costs, of
harmonizing rules, and of promoting
flexibility. E.O. 12866, Regulatory
Planning and Review, defines
“‘significant regulatory action” to mean
any regulatory action that is likely to
result in a rule that may: “(1) Have an
annual effect on the economy of $100
million or more or adversely affect in a
material way the economy, a sector of
the economy, productivity, competition,
jobs, the environment, public health or
safety, or State, local, or tribal
governments or communities; (2) Create
a serious inconsistency or otherwise
interfere with an action taken or
planned by another agency; (3)
Materially alter the budgetary impact of
entitlements, grants, user fees, or loan
programs or the rights and obligations of
recipients thereof; or (4) Raise novel
legal or policy issues arising out of legal
mandates, the President’s priorities, or
the principles set forth in this Executive
order.”

VA has examined the economic,
interagency, budgetary, legal, and policy

implications of this regulatory action,
and it has been determined not to be a
significant regulatory action under E.O.
12866 because it does not raise novel
legal or policy issues arising out of legal
mandates, the President’s priorities, or
the principles set forth in this Executive
Order.

VA’s impact analysis can be found as
a supporting document at http://
www.regulations.gov, usually within 48
hours after the rulemaking document is
published. Additionally, a copy of the
rulemaking and its impact analysis are
available on VA’s website at http://
www.va.gov/orpm by following the link
for VA Regulations Published from FY
2004 Through Fiscal Year to Date. This
final rule is not subject to the
requirements of E.O. 13771 because this
final rule is expected to result in no
more than de minimis costs.

List of Subjects
48 CFR Part 831

Accounting, Government
procurement.

48 CFR Part 833

Administrative practice and
procedure, Government procurement.

48 CFR Part 852

Government procurement, Reporting
and recordkeeping requirements.

48 CFR Part 871

Government procurement, Loan
programs—social programs, Loan
programs—Veterans, Reporting and
recordkeeping requirements, Vocational
rehabilitation.

Signing Authority

The Secretary of Veterans Affairs
approved this document and authorized
the undersigned to sign and submit the
document to the Office of the Federal
Register for publication electronically as
an official document of the Department
of Veterans Affairs. Robert L. Wilkie,
Secretary, Department of Veterans
Affairs, approved this document on
August 24, 2018, for publication.

Dated: August 28, 2018.
Consuela Benjamin,
Regulations Development Coordinator, Office
of Regulation Policy & Management, Office
of the Secretary, Department of Veterans
Affairs.

For the reasons set out in the
preamble, VA amends 48 CFR parts 831,
833, 852 and 871 as follows:

m 1. Part 831 isrevised to read as
follows:
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PART 831—CONTRACT COST
PRINCIPLES AND PROCEDURES

Subpart 831.70—Contract Cost Principles
and Procedures for Veterans Services
Sec.

831.7000 Scope of subpart.

831.7000-1 Definitions.

831.7001 Allowable costs and negotiated
prices under vocational rehabilitation
and education contracts.

831.7001-1 Tuition.

831.7001-2 Special services or courses.

831.7001-3 Books, supplies, and
equipment required to be personally
owned.

831.7001-4 Medical services and hospital
care.

831.7001-5 Consumable instructional
supplies.

831.7001-6 Reimbursement for other
supplies and services.

Authority: 38 U.S.C. chapter 31; 40 U.S.C.
121(c); 41 U.S.C. 1121(c)(3); 41 U.S.C 1702;
and 48 CFR 1.301-1.304.

Subpart 831.70—Contract Cost
Principles and Procedures for
Veterans Services

831.7000 Scope of subpart.

This subpart contains general cost
principles and procedures for the
determination and allowance of costs or
negotiation of prices under cost
reimbursement or fixed-price contracts
for providing vocational rehabilitation,
education, and training to eligible
Veterans under 38 U.S.C. chapter 31,
(referred to as a ““chapter 31 program”).
This subpart applies to contracts with
educational institutions as well as to
contracts with commercial and non-
profit organizations.

831.7000-1 Definitions.

Chapter 31 refers to the vocational
rehabilitation and employment (VR&E)
program that provides training and
rehabilitation for Veterans with service-
connected disabilities under chapter 31
of Title 38 U.S.C.

Consumable instructional supplies
means those supplies which are
required for instruction in the
classroom, shop school, and laboratory
of an educational institution, which are
consumed, destroyed, or expended by
either the student, instructor or both in
the process of use, and which have to
be replaced at frequent intervals without
adding to the value of the institution’s
physical property.

Similarly circumstanced non-Veteran
student means a student in equal or like
situations as a person who is neither
receiving educational or training
benefits under chapter 31 or chapter 33
of Title 38 U.S.C. or the savings
provisions of section 12(a) of Public
Law 85-857, nor having all or any part

of tuition fees or other charges paid by
the educational institution.

Work adjustment training means a
specialized structure program that is
facility or community based and
designated to assist an individual in
acquiring or improving work skills,
work behaviors, work tolerance,
interpersonal skills or work ethics.

831.7001 Allowable costs and negotiated
prices under vocational rehabilitation and
education contracts.

831.7001-1 Tuition.

(a) Tuition and enrollment fees shall
be paid at the institution’s customary
amount that—

(1) Does not exceed the tuition
charged to similarly circumstanced non-
Veteran students; and

(2) Is equal to the lowest price offered
or published for the entire course,
semester, quarter, or term.

(b) The cost of the Veteran student’s
tuition and fees under a contract shall
be offset by—

(1) Any amount of tuition and fees
that are waived by a State or other
government authority; or

(2) Any amounts the Veteran student
receives from a fellowship, scholarship,
grant-in-aid, assistantship, or similar
award that limits its use to payment of
tuition, fees, or other charges that VA
normally pays as part of a chapter 31
program.

(c) VA will not pay tuition or
incidental fees to institutions or
establishments furnishing apprentice or
on-the-job training. VA may elect to pay
charges or expenses that fall into either
of the following categories:

(1) Charges customarily made by a
nonprofit workshop or similar
establishment for providing work
adjustment training to similarly
circumstanced non-Veteran students
even if the trainee receives an incentive
wage as part of the training.

(2) Training expenses incurred by an
employer who provides on-the-job
training following rehabilitation to the
point of employability when VA
determines that the additional training
is necessary.

831.7001-2 Special services or courses.

Special services or courses are those
services or courses that VA requests that
are supplementary to those the
institution customarily provides for
similarly circumstanced non-Veteran
students, and that the contracting officer
considers them to be necessary for the
rehabilitation of the trainee. VA will
negotiate the costs/prices of special
services or courses prior to ordering
them.

831.7001-3 Books, supplies, and
equipment required to be personally owned.

(a) Reimbursement for books,
supplies, and equipment. VA will
provide reimbursement for books,
equipment, or other supplies of the
same variety, quality, or amount that all
students taking the same course or
courses are customarily required to own
personally. VA will provide
reimbursement for items that the
institution does not specifically require
for pursuit of the course if VA
determines that such items are needed
because of the demands of the course,
general possession by other students,
and the disadvantage imposed on a
Veteran student by not having the item.

(b) Partial payment agreements.
Agreements in which VA would pay the
institution a partial payment with the
remainder to be paid by the Veteran
student are not authorized.

(c) Thesis expenses. The institution’s
costs in connection with a Veteran
student’s thesis are considered supplies
and are therefore authorized for
reimbursement if the Veteran student’s
committee chairman, major professor,
department head, or appropriate dean
certifies that the thesis is a course
requirement and the expenses are
required to complete the thesis. These
expenses may include research
expenses, typing, printing,
microfilming, or otherwise reproducing
the required number of copies.

(d) Reimbursement for books,
supplies, and equipment. Books,
supplies, and equipment that the
institution purchases specifically for
trainees will be reimbursed at the net
cost to the institution. The VA shall
reimburse the institution for books,
supplies, and equipment when these
items are—

(1) Issued to students from its own
bookstore or supply store;

(2) Issued to students from retail
stores or other non-institutionally
owned establishments not owned by the
contractor/institution but arranged or
designated by them in cooperation with
VA; or

(3) Rented or leased books, supplies
and equipment and are issued to
students for survey classes when it is
customary that students are not required
to own the books.

(e) Handling charges. VA shall
reimburse the institution for any
handling charges not to exceed more
than 10 percent of the allowable charge
for the books, equipment or other
supplies unless—

(1) The tuition covers the charges for
supplies or rentals or a stipulated fee is
assessed to all students; or
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(2) The handling charge is for
Government-owned books that the
contractor procures from the Library of
Congress.

831.7001-4 Medical services and hospital
care.

(a) VA may pay the customary student
health fee when payment of the fee is
required for similarly circumstanced
non-Veteran students. If payment of the
fee is not required for similarly
circumstanced non-Veteran students,
payment may be made if VA determines
that payment is in the best interest of
the Veteran student and the
Government.

(b) When the customary Veteran
student’s health fee does not cover
medical services or hospital care, but
these medical services are available in
an institution-operated facility or with
doctors and hospitals in the immediate
area through a prior arrangement, VA
may provide reimbursement for these
services in a contract for the services
if—

(1) An arrangement is necessary to
provide timely medical services for
Veteran-students attending the facility
under provisions of chapter 31; and

(2) The general rates established for
medical services do not exceed the rates
established by VA.

(c) VA may reimburse a rehabilitation
facility for incidental medical services
provided during a Veteran student’s
program at the facility.

831.7001-5 Consumable instructional
supplies.

(a) VA will provide reimbursement for
consumable instructional supplies that
the institution requires for the
instruction of all students, Veteran or
non-Veteran students, pursuing the
same or comparable course or courses
when—

(1) The supplies are entirely
consumed in the fabrication of a
required project; or

(2) The supplies are not consumed but
are of such a nature that they cannot be
salvaged from the end product for reuse
by disassembling or dismantling the end
product.

(b) VA will not provide
reimbursement for consumable
instructional supplies if any of the
following apply:

(1) The supplies can be salvaged for
reuse.

(2) The supplies are used in a project
that the student has elected as an
alternate class project to produce an end
product of greater value than that
normally required to learn the skills of
the occupation, and the end product
will become the Veteran’s property
upon completion.

(3) The supplies are used in a project
that the institution has selected to
provide the student with a more
elaborate end product than is required
to provide adequate instruction as an
inducement to the Veteran student to
elect a particular course of study.

(4) The sale value of the end product
is equal to or greater than the cost of
supplies plus assembly, and the
supplies have not been reasonably used
so that the supplies are not readily
salvaged from the end product to be
reused for instructional purposes.

(5) The end product is of permanent
value and retained by the institution.

(6) A third party loans the articles or
equipment for repair or improvement
and the third party would otherwise pay
a commercial price for the repair or
improvement.

(7) The number of projects resulting
in end products exceeds the number
normally required to teach the
recognized job operations and processes
of the occupation stipulated in the
approved course of study.

(8) The cost of supplies is included in
the charge for tuition or as a fee
designated for such purpose.

831.7001-6 Reimbursement for other
supplies and services.

VA will provide reimbursement for
other services and assistance that may
be authorized under applicable
provisions of 38 U.S.C. chapter 31
regulations, including, but not limited
to, employment and self-employment
services, initial and extended evaluation
services, and independent living
services.

m 2. Part 833 is revised to read as
follows:

PART 833—PROTESTS, DISPUTES,
AND APPEALS

Sec.

Subpart 833.1—Protests

833.103—-70 Protests to VA.
833.106-70 Solicitation provisions.

Subpart 833.2—Disputes and Appeals

833.209 Suspected fraudulent claims.

833.211 Contracting officer’s decision.

833.213 Obligation to continue
performance.

833.214 Alternative dispute resolution
(ADR).

833.215 Contract clauses.

Authority: 40 U.S.C. 121(c); 41 U.S.C.
1121(c)(3); 41 U.S.C. 1702; 41 U.S.C. chapter
71; and 48 CFR 1.301-1.304.

Subpart 833.1—Protests

833.103-70 Protests to VA.

(a) Agency protests. Pursuant to FAR
33.103(d)(4), an interested party may

protest to the contracting officer or, as
an alternative, may request an
independent review at a level above the
contracting officer as provided in this
section. An interested party may also
appeal to VA a contracting officer’s
decision on a protest.

(1) Protests to the contracting officer.
Protests to the contracting officer shall
be in writing and shall be addressed
where the offer/bid is to be submitted or
as indicated in the solicitation.

(2) Independent review or appeal of a
contracting officer decision—protest
filed directly with the agency. (i)
Protests requesting an independent
review a level above the contracting
officer, and appeals within VA above
the level of the contracting officer, shall
be addressed to: Executive Director,
Office of Acquisition and Logistics, Risk
Management and Compliance Service
(RMCS), Department of Veterans Affairs,
810 Vermont Avenue NW., Washington,
DC 20420.

(ii) The protest and pertinent
documents shall be mailed to the
address in paragraph (a)(2)(i) of this
section or sent electronically to:
EDProtests@va.gov.

(3) An independent review of a
protest filed pursuant to paragraph (a)(2)
of this section will not be considered if
the interested party has a protest on the
same or similar issues pending with the
contracting officer.

(b) Agency actions on specific types of
protests. The following types of protests
may be dismissed by VA without
consideration of the merits or may be
forwarded to another agency for
appropriate action:

(1) Contract administration. Disputes
between a contractor and VA are
resolved under the disputes clause see
the Dispute statute, 41 U.S.C. chapter

(2) Small business size standards and
standard industrial classification.
Challenges of established size standards,
ownership and control or the size status
of particular firm, and challenges of the
selected standard industrial
classification are for review solely by
the Small Business Administration
(SBA) (see 15 U.S.C. 637(b)(6); 13 CFR
121.1002). Pursuant to Public Law 114—
328, SBA will also hear cases related to
size, status, and ownership and control
challenges under the VA Veterans First
Contracting Program (see 38 U.S.C.
8127(f)(8)).

(3) Small business certificate of
competency program. A protest made
under section 8(b)(7) of the Small
Business Act, or in regard to any
issuance of a certificate of competency
or refusal to issue a certificate under
that section, is not reviewed in
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accordance with bid protest procedures
unless there is a showing of possible
fraud or bad faith on the part of
Government officials.

(4) Protests under section 8(a) of the
Small Business Act. The decision to
place or not to place a procurement
under the 8(a) program is not subject to
review unless there is a showing of
possible fraud or bad faith on the part
of Government officials or that
regulations may have been violated (see
15 U.S.C. 637(a)).

(5) Affirmative determination of
responsibility by the contracting officer.
An affirmative determination of
responsibility will not be reviewed
unless there is a showing that such
determination was made fraudulently or
in bad faith or that definitive
responsibility criteria in the solicitation
were not met.

(6) Contracts for materials, supplies,
articles, and equipment exceeding
$15,000. Challenges concerning the
legal status of a firm as a regular dealer
or manufacturer within the meaning of
41 U.S.C. chapter 65 are determined
solely by the procuring agency, the SBA
(if a small business is involved), and the
Secretary of Labor (see FAR subpart
22.6).

(7) Subcontractor protests. The
contracting agency will not consider
subcontractor protests except where VA
determines it is in the interest of the
Government.

(8) Judicial proceedings. The
contracting agency will not consider
protests where the matter involved is
the subject of litigation before a court of
competent jurisdiction.

(c) Alternative dispute resolution.
Bidders/offerors and VA contracting
officers are encouraged to use
alternative dispute resolution (ADR)
procedures to resolve protests at any
stage in the protest process. If ADR is
used, VA will not furnish any
documentation in an ADR proceeding
beyond what is allowed by the FAR.

(d) Appeal of contracting officer’s
protest decision—agency appellate
review. An interested party may request
an independent review of a contracting
officer’s protest decision by filing an
appeal in accordance with paragraph
(a)(2) of this section.

(1) To be considered timely, the
appeal must be received by the
cognizant official in paragraph (a)(2) of
this section within 10 calendar days of
the date the interested party knew, or
should have known, whichever is
earlier, of the basis for the appeal.

(2) Appeals do not extend the
Government Accountability Office’s
(GAO) timeliness requirements for
protests to GAO. By filing an appeal as

provided in this paragraph (d), an
interested party may waive its rights to
further protest to the Comptroller
General at a later date.

(3) Agency responses to appeals
submitted to the agency shall be
reviewed and concurred in by the Office
of the General Counsel (OGC).

833.106-70 Solicitation provisions.

(a) The contracting officer shall insert
the provision at 852.233-70, Protest
Content/Alternative Dispute Resolution,
in solicitations expected to exceed the
simplified acquisition threshold,
including those for commercial items.

(b) The contracting officer shall insert
the provision at 852.233-71, Alternate
Protest Procedure, in solicitations
expected to exceed the simplified
acquisition threshold, including those
for commercial items.

Subpart 833.2—Disputes and Appeals

833.209 Suspected fraudulent claims.

The contracting officer must refer
matters relating to suspected fraudulent
claims to the Office of Inspector General
for investigation and potential referral to
the Department of Justice. The
contracting officer may not initiate any
collection, recovery, or other settlement
action while the matter is in the hands
of the Department of Justice without
first obtaining the concurrence of the
U.S. Attorney concerned, through the
Office of the Inspector General.

833.211 Contracting officer’s decision.

(a) For purposes of appealing a VA
contracting officer’s final decision, the
Board of Contract Appeals referenced in
FAR 33.211(a) and elsewhere in this
subpart is the Civilian Board of Contract
Appeals (CBCA), 1800 F Street NW,
Washington, DC 20405.

833.213 Obligation to continue
performance.

(a) As provided in FAR 33.213,
contracting officers shall use FAR clause
52.233-1, Disputes, or with its Alternate
I. FAR clause 52.233-1 requires the
contractor to continue performance in
accordance with the contracting officer’s
decision in the event of a claim arising
under a contract. Alternate I expands
this authority, adding a requirement for
the contractor to continue performance
in the event of a claim relating to the
contract.

(b) In the event of a dispute not
arising under, but relating to, the
contract, as permitted by FAR 33.213(b),
if the contracting officer directs
continued performance and considers
providing financing for such continued
performance, the contracting officer
shall contact OGC for advice prior to

requesting higher level approval for or
authorizing such financing. The
contracting officer shall document in
the contract file any required approvals
and how the Government’s interest was
properly secured with respect to such
financing (see FAR 32.202—4 and VAAR
subpart 832.2).

833.214 Alternative dispute resolution
(ADR).

Contracting officers and contractors
are encouraged to use alternative
dispute resolution (ADR) procedures.
Guidance on ADR may be obtained at
the U.S. Civilian Board of Contract
Appeals website: http://
www.cbca.gsa.gov.

833.215 Contract clauses.

The contracting officer shall use the
clause at 52.233—1, Disputes, or with its
Alternate I (see 833.213).

PART 852—SOLICITATION
PROVISIONS AND CONTRACT
CLAUSES

m 3. The authority citation for part 852
continues to read as follows:

Authority: 38 U.S.C. 8127-8128, and
8151-8153; 40 U.S.C. 121(c); 41 U.S.C.
1121(c)(3); 41 U.S.C. 1303; 41 U.S.C
1702;.and 48 CFR 1.301-1.304.

m 4. The heading of subpart 852.2 is
revised to read as follows:

Subpart 852.2—Text of Provisions and
Clauses

m 5. Section 852.233—-70 is revised to
read as follows:

852.233-70 Protest Content/Alternative
Dispute Resolution.

As prescribed in 833.106-70(a), insert
the following provision:

PROTEST CONTENT/ALTERNATIVE
DISPUTE RESOLUTION (SEP 2018)

(a) Any protest filed by an interested party
shall—

(1) Include the name, address, fax number,
email and telephone number of the protester;

(2) Identify the solicitation and/or contract
number;

(3) Include an original signed by the
protester or the protester’s representative and
at least one copy;

(4) Set forth a detailed statement of the
legal and factual grounds of the protest,
including a description of resulting prejudice
to the protester, and provide copies of
relevant documents;

(5) Specifically request a ruling of the
individual upon whom the protest is served;
(6) State the form of relief requested; and

(7) Provide all information establishing the
timeliness of the protest.

(b) Failure to comply with the above may
result in dismissal of the protest without
further consideration.
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(c) Bidders/offerors and Contracting
Officers are encouraged to use alternative
dispute resolution (ADR) procedures to
resolve protests at any stage in the protest
process. If ADR is used, the Department of
Veterans Affairs will not furnish any
documentation in an ADR proceeding
beyond what is allowed by the Federal
Acquisition Regulation.

(End of provision)

m 6. Section 852.233—-71 is revised to
read as follows:

852.233-71 Alternate Protest Procedure.

As prescribed in 833.106—70(b), insert
the following provision:

ALTERNATE PROTEST PROCEDURE (SEP
2018)

(a) As an alternative to filing a protest with
the Contracting Officer, an interested party
may file a protest by mail or electronically
with: Executive Director, Office of
Acquisition and Logistics, Risk Management
and Compliance Service (003A2C),
Department of Veterans Affairs, 810 Vermont
Avenue NW, Washington, DC 20420 or
Email: EDProtests@va.gov.

(b) The protest will not be considered if the
interested party has a protest on the same or
similar issue(s) pending with the Contracting
Officer.

(End of provision)

PART 871—LOAN GUARANTY AND
VOCATIONAL REHABILITATION AND
EMPLOYMENT PROGRAMS

m 7. The authority citation for part 871
is revised to read as follows:

Authority: 38 U.S.C. Chapter 31; 40 U.S.C.
121(c); 41 U.S.C. 1121(c)(3); 41 U.S.C. 1702;
and 48 CFR 1.301-1.304.

Subpart 871.2—Vocational
Rehabilitation and Employment
Service

m 8. Amend section 871.201-1 by
revising the introductory text and
paragraph (b) to read as follows:

871.201-1
contracts.
The costs for tuition, fees, books,
supplies, and other expenses are
allowable under a contract with an
institution, training establishment, or
employer for the training and
rehabilitation of eligible Veterans under
38 U.S.C. chapter 31, provided the
services meet the conditions in the

following definitions:
* * * * *

Requirements for the use of

(b) Special services or special courses.
Special services or courses are those
services or courses that VA requests that
are supplementary to those the
institution customarily provides for
similarly circumstanced non-Veteran
students and that the contracting officer

considers to be necessary for the
rehabilitation of the trainee.

[FR Doc. 2018-18985 Filed 9-12—-18; 8:45 am]
BILLING CODE 8320-01-P

ENVIRONMENTAL PROTECTION
AGENCY

48 CFR Parts 1506 and 1552

[EPA-HQ-OARM-2017-0281; FRL-9974-
44-OARM]

Acquisition Regulation: Update to
Clauses Pertaining to Release of
Contractor Confidential Business
Information, Submission of Invoices,
and the “Authorized or Required by
Statute” Exception for Other Than Full
and Open Competition

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Direct final rule.

SUMMARY: The Environmental Protection
Agency (EPA) is taking direct final
action to amend the EPA Acquisition
Regulation (EPAAR). The clause
pertaining to “Release of Contractor
Confidential Business” is updated to
incorporate the existing class deviation
and make a minor addition. The
“Submission of Invoices” clause is
revised to incorporate the existing class
deviation and updated with minor
administrative edits. The clause
“Authorized or Required by Statute” is
clarified regarding the applicability of
written justification requirements for
the exception for other than full and
open competition.

DATES: This final rule is effective on
December 12, 2018 without further
notice, unless EPA receives adverse
comment by October 15, 2018. If EPA
receives adverse comment, we will
publish a timely withdrawal in the
Federal Register informing the public
that the rule will not take effect.
ADDRESSES: Submit your comments,
identified by Docket ID No. EPA-HQ-
OARM-2017-0281, at https://
www.regulations.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, the full
EPA public comment policy,
information about CBI or multimedia
submissions, and general guidance on
making effective comments, please visit
https://www.epa.gov/dockets/
commenting-epa-dockets.

FOR FURTHER INFORMATION CONTACT:
Holly Hubbell, Policy, Training, and
Oversight Division, Acquisition Policy
and Training Service Center (3802R),
Environmental Protection Agency, 1200
Pennsylvania Ave. NW, Washington, DC
20460; telephone number: 202—-564—
1091; email address: hubbell.holly@
epa.gov.

SUPPLEMENTARY INFORMATION:
Executive Summary

This direct final rule makes changes
to the EPAAR, Federal Acquisition
Regulation (FAR), 48 CFR parts 1506
and 1552. This rule includes the
following content changes: (1) Under
EPAAR §1506.302-5(b)(1), adds
clarifying language that the Contracting
Officer need not provide any written
justification under FAR 8.405—6 or
13.501 for use of other than full and
open competition when acquiring
expert services under the authority of
section 109(e) of the Superfund
Amendments and Reauthorization Act
of 1986 (SARA); (2) revises EPAAR
§1552.232-70 to add information on
circumstances that may require
obtaining subcontractor costs, makes
minor administrative changes, and
incorporates invoice preparation
instructions; and (3) revises EPAAR
§ 1552.235-79 to expand the possible
circumstances where the EPA may
release the Contractor’s CBL

II. General Information
A. Why is EPA using a direct final rule?

EPA is publishing this rule without a
prior proposed rule because we view
this as a noncontroversial action and
anticipate no adverse comment. If EPA
receives adverse comment, we will
publish a timely withdrawal in the
Federal Register informing the public
that the rule will not take effect. Any
parties interested in commenting must
do so at this time.

B. Does this action apply to me?

EPAAR §§1552.232—70 and
1552.235-79 apply to contractors who
hold a cost-reimbursable contract with
EPA. EPAAR §1506.302-5 applies to
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EPA contracting personnel providing for
and imposing responsibilities when
contracting under other than full and
open competition.

C. What should I consider as I prepare
my comments for EPA?

1. Submitting CBI. Do not submit this
information to EPA through
www.regulations.gov or email. Clearly
mark the part or all of the information
that you claim to be CBI. For CBI
information in a disk or CD ROM that
you mail to EPA, mark the outside of the
disk or CD ROM as CBI and then
identify electronically within the disk or
CD ROM the specific information that is
claimed as CBI. In addition to one
complete version of the comment that
includes information claimed as CBI, a
copy of the comment that does not
contain the information claimed as CBI
must be submitted for inclusion in the
public docket. Information so marked
will not be disclosed except in
accordance with procedures set forth in
40 CFR part 2.

2. Tips for Preparing Your Comments.
When submitting comments, remember
to:

e Identify the rulemaking by docket
number and other identifying
information (subject heading, Federal
Register date and page number).

e Follow directions—The agency may
ask you to respond to specific questions
or organize comments by referencing a
Code of Federal Regulations (CFR) part
or section number.

¢ Explain why you agree or disagree;
suggest alternatives and substitute
language for your requested changes.

e Describe any assumptions and
provide any technical information and/
or data that you used.

e If you estimate potential costs or
burdens, explain how you arrived at
your estimate in sufficient detail to
allow for it to be reproduced.

e Provide specific examples to
illustrate your concerns, and suggest
alternatives.

¢ Explain your views as clearly as
possible, avoiding the use of profanity
or personal threats.

¢ Make sure to submit your
comments by the comment period
deadline identified.

III. Background

EPAAR §1552.235—79—Release of
Contractor Confidential Business
Information, was promulgated in the
Federal Register (61 FR 14267, April 1,
1996). A Determination and Findings
(D&F) found that changes were required
to this EPAAR section because complete
cost information was vital to the
Government’s ability to recover federal

funds expended for oil spill responses
from the parties responsible for these
spills. Consequently, a Class Deviation,
signed on March 22, 2001 by Judy S.
Davis, Acting Director, Office of
Acquisition Management to this EPAAR
section, was developed to allow EPA to
release cost information from the
Emergency and Rapid Response
Services (ERRS) and Superfund
Technical Assessment and Response
Team (START) contracts to federal
agencies and other parties involved in
oil spill cost recovery efforts. The rule
incorporates the Class Deviation for
EPAAR §1552.235-79 into the EPAAR
and makes other minor administrative
updates.

EPAAR §1552.232—70, Submission of
Invoices, was promulgated in the
Federal Register (61 FR 29317, June 10,
1996). The Class Deviation is also dated
June 1996 and adds in Invoice
Preparation Instructions for SF-1034.
The rule incorporates the Class
Deviation for EPAAR §1552.232-70 into
the EPAAR and makes other minor
administrative updates.

EPAAR §1506.302-5, Authorized or
Required by Statute, was promulgated
in the Federal Register (53 FR 31872,
Aug. 22, 1988). This current action
clarifies the applicability of the
requirement for written justification for
the use of other than full and open
competitive procedures when acquiring
expert services under the authority of
section 109(e) of Superfund
Amendments and Reauthorization Act
of 1986 (SARA). The FAR was amended
on January 2, 1997, to include FAR
13.501 sole source justification
requirements for simplified acquisitions
under part 13, and again on June 18,
2004, to include FAR 8.405-6 limited
source justification (LSJ) requirements
for Federal Supply Service acquisitions
under part 8. EPA never amended
EPAAR §1506.302-5 to account for the
LSJ and sole source requirements of
those FAR sections.

IV. Statutory and Executive Orders
Reviews

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

This action is not a “significant
regulatory action” under the terms of
Executive Order (EO) 12866 (58 FR
51735, October 4, 1993) and therefore,
not subject to review under the EO.

B. Paperwork Reduction Act

This action does not impose an
information collection burden under the
provisions of the Paperwork Reduction

Act, 44 U.S.C. 3501 et seq. No
information is collected under this
action.

C. Regulatory Flexibility Act (RFA), as
Amended by the Small Business
Regulatory Enforcement Fairness Act of
1996 (SBREFA), 5 U.S.C. 601 et seq.

The Regulatory Flexibility Act
generally requires an agency to prepare
a regulatory flexibility analysis of any
rule subject to notice and comment
rulemaking requirements under the
Administrative Procedure Act or any
other statute; unless the agency certifies
that the rule will not have a significant
economic impact on a substantial
number of small entities. Small entities
include small businesses, small
organizations, and small governmental
jurisdictions. For purposes of assessing
the impact of this rule on small entities,
“small entity” is defined as: (1) A small
business that meets the definition of a
small business found in the Small
Business Act and codified at 13 CFR
121.201; (2) a small governmental
jurisdiction that is a government of a
city, county, town, school district or
special district with a population of less
than 50,000; or (3) a small organization
that is any not-for-profit enterprise
which is independently owned and
operated and is not dominant in its
field. After considering the economic
impacts of this rule on small entities, I
certify that this action will not have a
significant economic impact on a
substantial number of small entities.
This action revises a current EPAAR
provision and does not impose
requirements involving capital
investment, implementing procedures,
or record keeping. This rule will not
have a significant economic impact on
small entities.

D. Unfunded Mandates Reform Act

Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA), Public
Law 104-4, establishes requirements for
Federal agencies to assess the effects of
their regulatory actions on State, Local,
and Tribal governments and the private
sector. This rule contains no Federal
mandates (under the regulatory
provisions of the Title II of the UMRA)
for State, Local, and Tribal governments
or the private sector. The rule imposes
no enforceable duty on any State, Local
or Tribal governments or the private
sector. Thus, the rule is not subject to
the requirements of sections 202 and
205 of the UMRA.

E. Executive Order 13132: Federalism

Executive Order 13132, entitled
“Federalism” (64 FR 43255, August 10,
1999), requires EPA to develop an
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accountable process to ensure
“meaningful and timely input by State
and Local officials in the development
of regulatory policies that have
federalism implications.” “Policies that
have federalism implications” is
defined in the Executive Order to
include regulations that have
“substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.” This rule does
not have federalism implications. It will
not have substantial direct effects on the
States, on the relationship between the
national government and the States, or
on the distribution of power and
responsibilities among the various
levels of government as specified in
Executive Order 13132.

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

Executive Order 13175, entitled
“Consultation and Coordination with
Indian Tribal Governments” (65 FR
67249, November 9, 2000), requires EPA
to develop an accountable process to
ensure ‘“‘meaningful and timely input by
tribal officials in the development of
regulatory policies that have tribal
implications.” This rule does not have
tribal implications as specified in
Executive Order 13175.

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

Executive Order 13045, entitled
“Protection of Children from
Environmental Health and Safety Risks”
(62 FR 19885, April 23, 1997), applies
to any rule that: (1) Is determined to be
economically significant as defined
under Executive Order 12886, and (2)
concerns an environmental health or
safety risk that may have a
proportionate effect on children. This
rule is not subject to Executive Order
13045 because it is not an economically
significant rule as defined by Executive
Order 12866, and because it does not
involve decisions on environmental
health or safety risks.

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

This final rule is not subject to
Executive Order 13211, “Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution or Use” (66 FR 28335, May
22, 2001), because it is not a significant
regulatory action under Executive Order
12866.

I. National Technology Transfer and
Advancement Act of 1995 (NTTAA)

Section 12(d) (15 U.S.C. 272 note) of
NTTA, Public Law 104-113, directs
EPA to use voluntary consensus
standards in its regulatory activities
unless to do so would be inconsistent
with applicable law or otherwise
impractical. Voluntary consensus
standards are technical standards (e.g.,
materials specifications, test methods,
sampling procedures and business
practices) that are developed or adopted
by voluntary consensus standards
bodies. The NTTAA directs EPA to
provide Congress, through OMB,
explanations when the Agency decides
not to use available and applicable
voluntary consensus standards. This
final rulemaking does not involve
technical standards. Therefore, EPA is
not considering the use of any voluntary
consensus standards.

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

Executive Order 12898 (59 FR 7629,
February 16, 1994) establishes federal
executive policy on environmental
justice. Its main provision directs
federal agencies, to the greatest extent
practicable and permitted by law, to
make environmental justice part of their
mission by identifying and addressing,
as appropriate, disproportionately high
and adverse human health or
environmental effects of their programs,
policies, and activities on minority
populations and low-income
populations in the United States. EPA
has determined that this final
rulemaking will not have
disproportionately high and adverse
human health or environmental effects
on minority or low-income populations
because it does not affect the level of
protection provided to human health or
the environment. This rulemaking does
not involve human health or
environmental effects.

K. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. Section 804
exempts from section 801 the following
types of rules (1) rules of particular
applicability; (2) rules relating to agency
management or personnel; and (3) rules

of agency organization, procedure, or
practice that do not substantially affect
the rights or obligations of non-agency
parties. 5 U.S.C. 804(3). EPA is not
required to submit a rule report
regarding this action under section 801
because this is a rule of agency
organization, procedure, or practice that
does not substantially affect the rights or
obligations of non-agency parties.

List of Subjects in 48 CFR Parts 1506
and 1552

Environmental protection,
Government procurement, Reporting
and recordkeeping requirements.

Dated: August 21, 2018.
Kimberly Patrick,
Director, Office of Acquisition Management.

For the reasons stated in the
preamble, 48 CFR parts 1506 and 1552
are amended as set forth below:

PART 1506—COMPETITION
REQUIREMENTS

m 1. The authority citation for part 1506
continues to read as follows:

Authority: Sec. 205(c), 63 Stat. 390, as
amended, 40 U.S.C. 486(c).

m 2. Amend section 1506.302—5 by
revising paragraph (b)(1) to read as
follows:

1506.302-5 Authorized or required by
statute.
* * * * *

(b) Application. (1) The contracting
officer may use other than full and open
competition to acquire the services of
experts for use in preparing or
prosecuting a civil or criminal action
under SARA whether or not the expert
is expected to testify at trial. The
contracting officer need not provide any
written justification (e.g., under FAR
6.303, 8.405-6, or 13.501) for the use of
other than full and open competitive
procedures when acquiring expert
services under the authority of section
109(e) of SARA. The contracting officer
shall document the official contract file
when using this authority.

* * * * *

PART 1552—SOLICITATION
PROVISIONS AND CONTRACT
CLAUSES

m 3. The authority citation for part 1552
continues to read as follows:
Authority: 5 U.S.C. 301 and 41 U.S.C. 418b

m 4. Revise section 1552.232-70 to read
as follows:

1552.232-70 Submission of invoices.

As prescribed in 1532.908, insert the
following clause:
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Submission of Invoices (DEC 2018)

In order to be considered properly
submitted, an invoice or request for contract
financing payment must meet the following
contract requirements in addition to the
requirements of FAR 32.905:

(a) Unless otherwise specified in the
contract, an invoice or request for contract
financing payment shall be submitted to the
following offices/individuals designated in
the contract: one copy to the RTP Finance
Center shown in Block 12 on the cover of the
contract; one copy to the Contracting
Officer’s Representative (the Contracting
Officer’s Representative may direct a copy to
a separate address); and one copy to the
Contracting Officer.

(b) The Gontractor shall prepare its invoice
or request for contract financing payment on
the prescribed Government forms. Standard
Form 1034, Public Voucher for Purchases
and Services other than Personal, shall be
used by contractors to show the amount
claimed for reimbursement. Standard Form
1035, Public Voucher for Purchases and
Services other than Personal—Continuation
Sheet, shall be used to furnish the necessary
supporting detail or additional information
required by the Contracting Officer. The
Contractor may submit self-designed forms
which contain the required information.

(c)(1) The Contractor shall prepare a
contract level invoice or request for contract
financing payment in accordance with the
invoice preparation instructions. If contract
work is authorized by an individual task
order or delivery order (TO/DO), the invoice
or request for contract financing payment
shall also include a summary of the current
and cumulative amounts claimed by cost
element for each TO/DO and for the contract
total, as well as any supporting data for each
TO/DO as identified in the instructions.

(2) The invoice or request for contract
financing payment shall include current and
cumulative charges by major cost element
such as direct labor, overhead, travel,
equipment, and other direct costs. For
current costs, each major cost element shall
include the appropriate supporting schedule
identified in the invoice preparation
instructions. Cumulative charges represent
the net sum of current charges by cost
element for the contract period.

(d)(1) The charges for subcontracts shall be
further detailed in a supporting schedule
showing the major cost elements for each
subcontract.

(2) On a case-by-case basis, when needed
to verify the reasonableness of subcontractor
costs, the Contracting Officer may require
that the contractor obtain from the
subcontractor cost information in the detail
set forth in paragraph (c)(2) of this section.
This information should be obtained through
a means which maintains subcontractor
confidentiality (for example, via sealed
envelopes), if the subcontractor expresses
Confidential Business Information (CBI)
concerns.

(e) Invoices or requests for contract
financing payment must clearly indicate the
period of performance for which payment is
requested. Separate invoices or requests for
contract financing payment are required for
charges applicable to the base contract and
each option period.

(f)(1) Notwithstanding the provisions of the
clause of this contract at FAR 52.216-7,
Allowable Cost and Payment, invoices or
requests for contract financing payment shall
be submitted once per month unless there
has been a demonstrated need and
Contracting Officer approval for more
frequent billings. When submitted on a
monthly basis, the period covered by
invoices or requests for contractor financing
payments shall be the same as the period for
monthly progress reports required under this
contract.

(2) If the Contracting Officer allows
submissions more frequently than monthly,
one submittal each month shall have the
same ending period of performance as the
monthly progress report.

(3) Where cumulative amounts on the
monthly progress report differ from the
aggregate amounts claimed in the invoice(s)
or request(s) for contract financing payments
covering the same period, the contractor shall
provide a reconciliation of the difference as
part of the payment request.

(g) EPA Invoice Preparation Instructions—
SF 1034. The information which a contractor
is required to submit in its Standard Form
1034 is set forth as follows:

(1) U.S. Department, Bureau, or
establishment and location—Insert the
names and address of the servicing finance
office, unless the contract specifically
provides otherwise.

(2) Date Voucher Prepared—Insert date on
which the public voucher is prepared and
submitted.

(3) Contract/Delivery Order Number and
Date—Insert the number and date of the
contract and task order or delivery order, if
applicable, under which reimbursement is
claimed.

(4) Requisition Number and Date—Leave
blank.

(5) Voucher Number—Insert the
appropriate serial number of the voucher. A
separate series of consecutive numbers,
beginning with Number 1, shall be used by
the contractor for each new contract. When
an original voucher was submitted, but not
paid in full because of suspended costs,
resubmission vouchers should be submitted
in a separate invoice showing the original
voucher number and designated with the
letter “R” as the last character of the number.
If there is more than one resubmission, use
the appropriate suffix (R2, R3, etc.) For an
adjustment invoice, put invoice number
#Adj. For a final invoice, put invoice number
F. For a completion invoice, put invoice
number #C.

(6) Schedule Number; Paid By; Date
Invoice Received—Leave blank.

(7) Discount Terms—Enter terms of
discount, if applicable.

(8) Payee’s Account Number—This space
may be used by the contractor to record the
account or job number(s) assigned to the
contract or may be left blank.

(9) Payee’s Name and Address—Show the
name of the contractor exactly as it appears
in the contract and its correct address, except
when an assignment has been made by the
contractor, or the right to receive payment
has been restricted, as in the case of an
advance account. When the right to receive

payment is restricted, the type of information
to be shown in this space shall be furnished
by the Contracting Officer.

(10) Shipped From; To; Weight
Government B/L Number—Insert for supply
contracts.

(11) Date of Delivery or Service—Show the
month, day and year, beginning and ending
dates of incurrence of costs claimed for
reimbursement. Adjustments to costs for
prior periods should identify the period
applicable to their incurrence, e.g., revised
provisional or final indirect cost rates, award
fee, etc.

(12) Articles or Services—Insert the
following: “For detail, see Standard Form
1035 total amount claimed transferred from
Page _ of Standard Form 1035.” Insert
“COST REIMBURSABLE—PROVISIONAL
PAYMENT” or “INDEFINITE QUANTITY/
INDEFINITE DELIVERY—PROVISIONAL
PAYMENT” on the Interim public vouchers.
Insert “COST REIMBURSABLE—
COMPLETION VOUCHER” or “INDEFINITE
QUANTITY/INDEFINITE DELIVERY—
COMPLETION VOUCHER” on the
Completion public voucher. Insert “COST
REIMBURSABLE—FINAL VOUCHER” or
“INDEFINITE QUANTITY/INDEFINITE
DELIVERY—FINAL VOUCHER” on the final
public voucher. Insert the following
certification, signed by an authorized official,
on the face of the Standard Form 1034:

“I certify that all payments requested are
for appropriate purposes and in accordance
with the agreements set forth in the
contract.”

(Name of Official)

(Title)

(13) Quantity; Unit Price—Insert for supply
contracts.

(14) Amount—Insert the amount claimed
for the period indicated in paragraph (g)(11)
of this clause.

(h) EPA Invoice Preparation Instructions—
SF 1035. The information which a contractor
is required to submit in its Standard Form
1035 is set forth as follows:

(1) U.S. Department, Bureau, or
Establishment—Insert the name and address
of the servicing finance office.

(2) Voucher Number—Insert the voucher
number as shown on the Standard Form
1034.

(3) Schedule Number—Leave blank.

(4) Sheet Number—Insert the sheet number
if more than one sheet is used in numerical
sequence. Use as many sheets as necessary to
show the information required.

(5) Number and Date of Order—Insert
payee’s name and address as in the Standard
Form 1034.

(6) Articles or Services—Insert the contract
number as in the Standard Form 1034.

(7) Amount—Insert the latest estimated
cost, fee (fixed, base, or award, as applicable),
total contract value, and amount and type of
fee payable (as applicable).

(8) A summary of claimed current and
cumulative costs and fee by major cost
element—Include the rate(s) at which
indirect costs are claimed and indicate the
base of each by identifying the line of costs
to which each is applied. The rates invoiced
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should be as specified in the contract or by
a rate agreement negotiated by EPA’s Cost
and Rate Negotiation Team.

(9) Fee—The fee shall be determined in
accordance with instructions appearing in
the contract.

Note to paragraph (h)—Amounts claimed
on vouchers must be based on records
maintained by the contractor to show by
major cost element the amounts claimed for
reimbursement for each applicable contract.
The records must be maintained based on the
contractor’s fiscal year and should include
reconciliations of any differences between
the costs incurred and amounts claimed for
reimbursement. A memorandum record
reconciling the total indirect cost(s) claimed
should also be maintained.

(i) Supporting Schedules for Cost
Reimbursement Contracts. The following
backup information is required as an
attachment to the invoice as shown by
category of cost:

(1) Direct Labor—Identify the number of
hours (by contractor labor category and total)
and the total loaded direct labor hours billed
for the period in the invoice.

(2) Indirect Cost Rates—Identify by cost
center, the indirect cost rate, the period, and
the cost base to which it is applied.

(3) Subcontracts—Identify the major cost
elements for each subcontract.

(4) Other Direct Costs—When the cost for
an individual cost (e.g., photocopying,
material and supplies, telephone usage)
exceeds $1,000 per the invoice period,
provide a detailed explanation for that cost
category.

(5) Contractor Acquired Equipment (if
authorized by the contract)—Identify by item
the quantities, unit prices, and total dollars
billed.

(6) Contractor Acquired Software (if
authorized by the contract)—Identify by item
the quantities, unit prices, and total dollars
billed.

(7) Travel—When travel costs exceed
$2,000 per invoice period, identify by trip,
the number of travelers, the duration of
travel, the point of origin, destination,
purpose of trip, transportation by unit price,
per diem rates on daily basis and total dollars
billed. Detailed reporting is not required for
local travel. The manner of breakdown, e.g.,
task order/delivery order basis with/without
separate program management, contract
period will be specified in the contract
instructions.

Note to paragraph (i)—Any costs requiring
advance consent by the Contracting Officer
will be considered improper and will be
suspended, if claimed prior to receipt of
Contracting Officer consent. Include the total
cost claimed for the current and cumulative-
to-date periods. After the total amount
claimed, provide summary dollar amounts of
cumulative costs:

1. Suspended as of the date of the invoice;
and

2. Disallowed on the contract as of the date
of the invoice.

The amount shall include costs originally
suspended and later disallowed. Also
include an explanation of the changes in
cumulative costs suspended or disallowed by
addressing each adjustment in terms of:

voucher number, date, dollar amount, source,
and reason for the adjustment. Disallowed
costs should be identified in unallowable
accounts in the contractor’s accounting
system.

(j) Supporting Schedules for Time and
Materials Contracts. The following backup
information is required as an attachment to
the invoice as shown by category of cost:

(1) Direct Labor—Identify the number of
hours (by contractor labor category and total)
and the total direct labor hours billed for the
period of the invoice.

(2) Subcontracts—Identify the major cost
elements for each subcontract.

(3) Other Direct Costs—When the cost for
an individual cost (e.g., photocopying,
material and supplies, telephone usage)
exceeds $1,000 per the invoice period,
provide a detailed explanation for that cost
category.

(4) Indirect Cost Rates—Identify by cost
center, the indirect cost rate, the period, and
the cost base to which it is applied.

(5) Contractor Acquired Equipment—
Identify by item the quantities, unit prices,
and total dollars billed.

(6) Contractor Acquired Software—Identify
by item the quantities, unit prices, and total
dollars billed.

(7) Trave]l—When travel costs exceed
$2,000 per invoice period, identify by trip,
the number of travelers, the duration of
travel, the point of origin, destination,
purpose of trip, transportation by unit price,
per diem rates on daily basis and total dollars
billed. Detailed reporting is not required for
local travel. The manner of breakdown, e.g.,
task order/delivery order basis with/without
separate program management, contract
period will be specified in the contract
instructions.

Note to paragraph (j)—Any costs requiring
advance consent by the Contracting Officer
will be considered improper and will be
suspended, if claimed prior to receipt of
Contracting Officer consent. Include the total
cost claimed for the current and cumulative-
to-date periods. After the total amount
claimed, provide summary dollar amounts of
cumulative costs:

1. Suspended as of the date of the invoice;
and

2. Disallowed on the contract as of the date
of the invoice.

The amount shall include costs originally
suspended and later disallowed. Also
include an explanation of the changes in
cumulative costs suspended or disallowed by
addressing each adjustment in terms of:
voucher number, date, dollar amount, source,
and reason for the adjustment. Disallowed
costs should be identified in unallowable
accounts in the contractor’s accounting
system.

(k) Resubmissions. When an original
voucher was submitted, but not paid in full
because of suspended costs and after receipt
of a letter of removal of suspension,
resubmissions of any previously claimed
amounts which were suspended should be
submitted in a separate invoice showing the
original voucher number and designated with
the letter “R” with the copy of the removal
of suspension notice. The amounts should be
shown under the appropriate cost category

and include all appropriate supplemental
schedules.

Note to paragraph (k)—All disallowances
must be identified as such in the accounting
system through journal entries.

(1) Adjustment Vouchers. Adjustment
vouchers should be submitted if finalized
indirect rates were received but the rates are
not for the entire period of performance. For
example, the base period of performance is
for a calendar year but your indirect rates are
by fiscal year. Hence, only part of the base
period can be adjusted for the applicable
final indirect rates. These invoices should be
annotated with “adj” after the invoice
number.

(m) Final Vouchers. Final Vouchers shall
be submitted if finalized rates have been
received for the entire period of performance.
For example, the base period of performance
is for a calendar year but your indirect rates
are by fiscal year. You have received
finalized rates for the entire base period that
encompass both fiscal years that cover the
base period. In accordance with FAR 52.216—
7, these invoices shall be submitted within
60 days after settlement of final indirect cost
rates. They should be annotated with the
word “Final” or “F*" after the invoice
number. Due to system limitations, the
invoice number cannot be more than 11
characters to include spaces.

(n) Completion Vouchers. In accordance
with FAR 52.216-7(d)(5), a completion
voucher shall be submitted within 120 days
(or longer if approved in writing by the
Contracting Officer) after settlement of the
final annual indirect cost rates for all years
of a physically complete contract. The
voucher shall reflect the settled amounts and
rates. It shall include settled subcontract
amounts and rates. The prime contractor is
responsible for settling subcontractor
amounts and rates included in the
completion invoice. Since EPA’s invoices
must be on a period of performance basis, the
contractor shall have a completion invoice
for each year of the period of performance.
This voucher must be submitted to the
Contracting Officer for review and approval
before final payment can be made on the
contract. The Contracting Officer may request
an audit of the completion vouchers before
final payment is made. In addition, once
approved, the Contracting Officer will
request the appropriate closeout paperwork
for the contract. For contracts separately
invoiced by delivery or task order, provide a
schedule showing final total costs claimed by
delivery or task order and in total for the
contract. In addition to the completion
voucher, the contractor must submit the
Contractor’s Release; Assignee’s Release, if
applicable; the Contractor’s Assignment of
Refunds, Rebates, Credits and other
Amounts; the Assignee’s Assignment of
Refunds, Rebates, Credits and other
Amounts, if applicable; and the Contractor’s
Affidavit of Waiver of Lien, when required by
the contract.

Alternate I (DEC 2018)

If used in a non-commercial time and
materials type contract, substitute the
following paragraphs (c)(1) and (2) for
paragraphs (c)(1) and (2) of the basic clause:
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(c)(1) The Contractor shall prepare a
contract level invoice or request for contract
financing payment in accordance with the
invoice preparation instructions. If contract
work is authorized by individual task order
or delivery order (TO/DO), the invoice or
request for contract financing payment shall
also include a summary of the current and
cumulative amounts claimed by cost element
for each TO/DO and for the contract total, as
well as any supporting data for each TO/DO
as identified in the instructions.

(2) The invoice or request for contract
financing payment that employs a fixed rate
feature shall include current and cumulative
charges by contract labor category and by
other major cost elements such as travel,
equipment, and other direct costs. For
current costs, each cost element shall include
the appropriate supporting schedules
identified in the invoice preparation
instructions.

(End of clause)

m 5. Revise section 1552.235—79 to read
as follows:

1552.235-79 Release of contractor
confidential business information.

As prescribed in 1535.007-70(f),
insert the following clause:

Release of Contractor Confidential Business
Information (DEC 2018)

(a) The Environmental Protection Agency
(EPA) may find it necessary to release
information submitted by the Contractor
either in response to this solicitation or
pursuant to the provisions of this contract, to
individuals not employed by EPA. Business
information that is ordinarily entitled to
confidential treatment under existing EPA
regulations (40 CFR part 2) may be included
in the information released to these
individuals. Accordingly, by submission of
this proposal or signature on this contract or
other contracts, the Contractor hereby
consents to a limited release of its
confidential business information (CBI). An
EPA contractor may assert a business
confidentiality claim covering part or all of
the information submitted by the contractor
in a manner that is consistent with 40 CFR
2.203(b). If no such CBI claim accompanies
the information when it is received by EPA,
it may be made available to the public by
EPA without further notice to the EPA
contactor, pursuant to 40 CFR 2.203(a), and

will not require the additional measures set
forth in this section.

(b) Possible circumstances where the EPA
may release the Contractor’s CBI include, but
are not limited to the following:

(1) To EPA contractors and other federal
agencies and their contractors tasked with
recovery, or assisting the Agency in the
recovery, of Federal funds expended
pursuant to the Comprehensive
Environmental Response, Compensation, and
Liability Act, 42 U.S.C. 9607, as amended,
(CERCLA or Superfund) and/or Sec. 311(c) of
the Clean Water Act (CWA), as amended by
the Oil Pollution Act of 1990 (OPA) (33
U.S.C. 1321(c));

(2) To the U.S. Department of Justice (DOJ)
and contractors employed by DOJ for use in
advising the EPA and representing the EPA
or other federal agencies in procedures for
the recovery of Superfund expenditures and
costs and damages to be deposited to the Oil
Spill Liability Trust Fund (OSLTF);

(3) To the U.S. Department of the Treasury
and contractors employed by that department
for use in collecting costs to be deposited to
the Superfund or the OSLTF;

(4) To parties liable, or potentially liable,
for costs under CERCLA Sec. 107 (42 U.S.C.
9607), OPA Sec. 1002 (33 U.S.C. 2702), or
CWA Sec. 311 (33 U.S.C. 1321) and their
insurers or guarantors (‘Potentially
Responsible Parties’) for purposes of
facilitating collection, settlement or litigation
of claims against such parties;

(5) To EPA contractors who, for purposes
of performing the work required under the
respective contracts, require access to
information that the Agency obtained under
the Clean Air Act (42 U.S.C. 7401 et seq.); the
CWA (33 U.S.C.1251 et seq.); the Safe
Drinking Water Act (42 U.S.C. 300f et seq.);
the Federal Insecticide, Fungicide and
Rodenticide Act (7 U.S.C. 136 et seq.); the
Resource Conservation and Recovery Act (42
U.S.C. 6901 et seq.); the Toxic Substances
Control Act (15 U.S.C. 2601 et seq.); CERCLA
(42 U.S.C. 9601 et seq.); or the OPA (33
U.S.C. 2701 et seq.);

(6) To EPA contractors tasked with
assisting the Agency in handling and
processing information and documents in the
administration of Agency contracts, such as
providing both preaward and post award
audit support and specialized technical
support to the Agency’s technical evaluation
panels;

(7) To employees of grantees working at
EPA under the Senior Environmental
Employment (SEE) Program;

(8) To Speaker of the House, President of
the Senate, or Chairman of a Congressional
Committee or Subcommittee;

(9) To entities such as the United States
Government Accountability Office, boards of
contract appeals, and the Courts in the
resolution of solicitation or contract protests
and disputes;

(10) To EPA contractor employees engaged
in information systems analysis,
development, operation, and maintenance,
including performing data processing and
management functions for the EPA; and

(11) Pursuant to a court order or court-
supervised agreement.

(c) The EPA recognizes an obligation to
protect the contractor from competitive harm
that may result from the release of such
information to a competitor. (See also the
clauses in this document entitled “Screening
Business Information for Claims of
Confidentiality” and “Treatment of
Confidential Business Information.”) Except
where otherwise provided by law, CBI shall
be released under paragraphs (b)(1), (2), (3),
(4), (5), (6), (7) or (10) of this clause only
pursuant to a confidentiality agreement.

(d) With respect to EPA contractors,
EPAAR §1552.235-71 will be used as the
confidentiality agreement. With respect to
contractors for other federal agencies, EPA
will expect these agencies to enter into
similar confidentiality agreements with their
contractors. With respect to Potentially
Responsible Parties, such confidentiality
agreements may permit further disclosure to
other entities where necessary to further
settlement or litigation of claims under
CERCLA, the CWA, or the OPA. Such entities
include, but are not limited to, accounting
firms and technical experts able to analyze
the information, provided that they also agree
to be bound by an appropriate confidentiality
agreement.

(e) This clause does not authorize the EPA
to release the Contractor’s CBI to the public
pursuant to a request filed under the
Freedom of Information Act.

(f) The Contractor agrees to include this
clause, including this paragraph (f), in all
subcontracts at all levels awarded pursuant
to this contract that require the furnishing of
confidential business information by the
subcontractor.

(End of clause)
[FR Doc. 2018-19769 Filed 9-12-18; 8:45 am]|
BILLING CODE 6560-50-P
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persons an opportunity to participate in the
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DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2018-0057; Product
Identifier 2017-SW-119-AD]

RIN 2120-AA64
Airworthiness Directives; Leonardo
S.p-A. Helicopters

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: We propose to adopt a new
airworthiness directive (AD) for certain
Leonardo S.p.A. (Leonardo) Model
AW169 helicopters. This proposed AD
would require replacing the seals, filler
wedges, and handles of each emergency
exit window. This proposed AD is
prompted by a report that a high level
of pushing force was required to jettison
some windows. The actions of this
proposed AD are intended to address an
unsafe condition on these products.
DATES: We must receive comments on
this proposed AD by November 13,
2018.

ADDRESSES: You may send comments by
any of the following methods:

e Federal eRulemaking Docket: Go to
http://www.regulations.gov. Follow the
online instructions for sending your
comments electronically.

e Fax:202-493-2251.

e Mail: Send comments to the U.S.
Department of Transportation, Docket
Operations, M—30, West Building
Ground Floor, Room W12-140, 1200
New Jersey Avenue SE, Washington, DC
20590-0001.

e Hand Delivery: Deliver to the
“Mail” address between 9 a.m. and 5
p-m., Monday through Friday, except
Federal holidays.

Examining the AD Docket

You may examine the AD docket on
the internet at http://
www.regulations.gov by searching for

and locating Docket No. FAA-2018-
0057; or in person at Docket Operations
between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.
The AD docket contains this proposed
AD, the European Aviation Safety
Agency (EASA) AD, the economic
evaluation, any comments received, and
other information. The street address for
Docket Operations (telephone 800-647—
5527) is in the ADDRESSES section.
Comments will be available in the AD
docket shortly after receipt.

For service information identified in
this proposed rule, contact Leonardo
S.p.A. Helicopters, Matteo Ragazzi,
Head of Airworthiness, Viale G.Agusta
520, 21017 C.Costa di Samarate (Va)
Italy; telephone +39-0331-711756; fax
+39-0331-229046; or at http://
www.leonardocompany.com/-/bulletins.
You may review the referenced service
information at the FAA, Office of the
Regional Counsel, Southwest Region,
10101 Hillwood Pkwy., Room 6N-321,
Fort Worth, TX 76177.

FOR FURTHER INFORMATION CONTACT: Matt
Fuller, Senior Aviation Safety Engineer,
Safety Management Section, Rotorcraft
Standards Branch, FAA, 10101
Hillwood Pkwy., Fort Worth, TX 76177;
telephone (817) 222-5110; email
matthew.fuller@faa.gov.

SUPPLEMENTARY INFORMATION:

Comments Invited

We invite you to participate in this
rulemaking by submitting written
comments, data, or views. We also
invite comments relating to the
economic, environmental, energy, or
federalism impacts that might result
from adopting the proposals in this
document. The most helpful comments
reference a specific portion of the
proposal, explain the reason for any
recommended change, and include
supporting data. To ensure the docket
does not contain duplicate comments,
commenters should send only one copy
of written comments, or if comments are
filed electronically, commenters should
submit only one time.

We will file in the docket all
comments that we receive, as well as a
report summarizing each substantive
public contact with FAA personnel
concerning this proposed rulemaking.
Before acting on this proposal, we will
consider all comments we receive on or
before the closing date for comments.
We will consider comments filed after

the comment period has closed if it is
possible to do so without incurring
expense or delay. We may change this
proposal in light of the comments we
receive.

Discussion

EASA, which is the Technical Agent
for the Member States of the European
Union, has issued EASA AD No. 2017-
0155, dated August 23, 2017, to correct
an unsafe condition for Leonardo Model
AW169 helicopters, serial numbers
69007, 69009, 69011 to 69019 inclusive,
69021 to 69024 inclusive, 69027, 69032,
69033, 69041, 69045, and 69051. EASA
advises that during scheduled
replacement of emergency exit window
seals on in-service Model AW169
helicopters, an “‘excessively high” level
of pushing force was required to jettison
some windows. Further investigation
determined that the affected windows
were incorrectly installed during
manufacturing. The installation did not
conform to the approved drawings
during the first installation in the
production line. According to EASA,
due to the similarity in the
manufacturing process, incorrect
window installation may have occurred
on Model AW169 helicopters. EASA
states that this condition, if not
corrected, could prevent the jettisoning
of helicopter emergency exit windows,
possibly affecting the evacuation of
occupants after an emergency landing.

EASA consequently requires
replacement of the seal, the non-
metallic channel (filler wedges), and the
handle of emergency exit windows
installed in the cockpit doors and cabin.

FAA’s Determination

These helicopters have been approved
by the aviation authority of Italy and are
approved for operation in the United
States. Pursuant to our bilateral
agreement with Italy, EASA, its
technical representative, has notified us
of the unsafe condition described in its
AD. We are proposing this AD because
we evaluated all known relevant
information and determined that an
unsafe condition is likely to exist or
develop on other products of the same
type design.

Related Service Information Under 1
CFR Part 51

We reviewed Leonardo Service
Bulletin No. 169—-032, Revision A, dated
September 8, 2017, which specifies
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replacing the seals, the non-metallic
channels, handles, and decals on the
cockpit doors and cabin emergency exit
windows.

This service information is reasonably
available because the interested parties
have access to it through their normal
course of business or by the means
identified in the ADDRESSES section.

Proposed AD Requirements

This proposed AD would require
within 70 hours time-in-service (TIS),
replacing the seals and filler wedges on
various cockpit and passenger windows
and replacing certain internal and
external window straps. This proposed
AD also would require replacing decals
on certain internal and external
passenger and cockpit windows.

Differences Between This Proposed AD
and the EASA AD

The EASA AD requires that the
corrective actions occur within 70 hours
TIS or 6 months. This proposed AD
would require that the corrective actions
occur within 70 hours TIS.

Costs of Compliance

We estimate that this proposed AD
would affect 1 helicopter of U.S.
Registry and that labor costs average $85
a work-hour. Based on these estimates,
we expect that 24 work-hours would be
needed to replace the decal, seal, filler
wedges, and handle of each emergency
exit window installed in cockpit doors
and the cabin. Parts would cost $1,500
for a total cost of $3,540 for this
helicopter.

According to Leonardo’s service
information some of the costs of this
proposed AD may be covered under
warranty, thereby reducing the cost
impact on affected individuals. We do
not control warranty coverage by
Leonardo. Accordingly, we have
included all costs in our cost estimate.

Authority for This Rulemaking

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

We are issuing this rulemaking under
the authority described in “‘Subtitle VII,
Part A, Subpart III, Section 44701:
General requirements.” Under that
section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation

is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

We determined that this proposed AD
would not have federalism implications
under Executive Order 13132. This
proposed AD would not have a
substantial direct effect on the States, on
the relationship between the national
Government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.

For the reasons discussed, I certify
this proposed regulation:

1. Is not a “significant regulatory
action” under Executive Order 12866;

2. Is not a “significant rule” under the
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979);

3. Will not affect intrastate aviation in
Alaska to the extent that it justifies
making a regulatory distinction; and

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

We prepared an economic evaluation
of the estimated costs to comply with
this proposed AD and placed it in the
AD docket.

List of Subjects in 14 CFR Part 39

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

The Proposed Amendment

Accordingly, under the authority
delegated to me by the Administrator,
the FAA proposes to amend 14 CFR part
39 as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new airworthiness
directive (AD):

Leonardo S.p.A.: Docket No. FAA-2018—
0057; Product Identifier 2017-SW—-119—
AD.

(a) Applicability

This AD applies to Leonardo S.p.A.

(Leonardo) Model AW169 helicopters, serial

numbers 69007, 69009, 69011 through 69019,

69021 through 69024, 69027, 69032, 69033,

69041, 69045, and 69051, certificated in any

category, where the emergency exit windows
have never been removed and reinstalled.

(b) Unsafe Condition

This AD defines the unsafe condition as
failure of an emergency window to jettison,
which could prevent occupants from
evacuating the helicopter during an
emergency.

(c) Comments Due Date

We must receive comments by November
13, 2018.

(d) Compliance

You are responsible for performing each
action required by this AD within the
specified compliance time unless it has
already been accomplished prior to that time.

(e) Required Actions

Within 70 hours time-in-service:

(1) Replace the seals and filler wedges on
the left hand (LH) and right hand (RH)
cockpit door upper windows.

Note 1 to paragraph (e) of this AD:
Leonardo refers to filler wedges as “non-
metallic channels.”

(2) Replace the seals and filler wedges on
the forward LH and RH passenger door
windows. For helicopters without passenger
sliding window kit part number (P/N)
6F5630F00411, also replace the seals and
filler wedges of the aft LH and RH passenger
door windows.

(3) For helicopters with a strap P/N
A487A003A, replace each strap with
emergency exit window handle P/N
8G9500L00151 on the internal side of the
window and P/N 8G9500L00251 on the
external side of the window.

(4) Remove any decal P/N A180A005E21
from the internal side of the passenger and
cockpit windows and replace with decal P/
N A180A022E21, using as a reference Figure
1 and Figure 2 of Leonardo Service Bulletin
No. 169-032, Revision A, dated September 8,
2017 (SB No. 169-032).

(5) Remove any decal P/N A487A003A
from the external side of the passenger and
cockpit windows and replace with decals P/
N AW003DE005E33B, using as a reference
Figure 3 of SB No. 169-032.

(f) Alternative Methods of Compliance
(AMOCs)

(1) The Manager, Safety Management
Section, Rotorcraft Standards Branch, FAA,
may approve AMOGs for this AD. Send your
proposal to: Matt Fuller, Senior Aviation
Safety Engineer, Safety Management Section,
Rotorcraft Standards Branch, FAA, 10101
Hillwood Pkwy., Fort Worth, TX 76177;
telephone (817) 222—-5110; email 9-ASW-
FTW-AMOC-Requests@faa.gov.

(2) For operations conducted under a 14
CFR part 119 operating certificate or under
14 CFR part 91, subpart K, we suggest that
you notify your principal inspector, or
lacking a principal inspector, the manager of
the local flight standards district office or
certificate holding district office before
operating any aircraft complying with this
AD through an AMOC.

(g) Additional Information

The subject of this AD is addressed in
European Aviation Safety Agency (EASA) AD
No. 2017-0155, dated August 23, 2017. You
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may view the EASA AD on the internet at
http://www.regulations.gov in the AD Docket.
(h) Subject

Joint Aircraft Service Component (JASC)
Code: 5220, Emergency Exits

Issued in Fort Worth, Texas, on July 11,
2018.
Scott A. Horn,

Deputy Director for Regulatory Operations,
Compliance & Airworthiness Division,
Aircraft Certification Service.

[FR Doc. 2018-19736 Filed 9-12—18; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2017-1126; Product
Identifier 2017-SW-125-AD]

RIN 2120-AA64

Airworthiness Directives; Airbus
Helicopters Deutschland GmbH
(Previously Eurocopter Deutschland
GmbH)

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: We propose to supersede
Airworthiness Directive (AD) 97—26—03
for Eurocopter Deutschland GmbH
Model MBB-BK 117 A-1, MBB-BK 117
A-3, MBB-BK 117 A—4, MBB-BK 117
B-1, MBB-BK 117 B-2, and MBB-BK
117 C-1 helicopters. AD 97—-26-03
requires visual inspections for cracks in
the ribbed area of the main rotor (M/R)
mast flange (flange). Since we issued AD
97-26-03, we have determined that a
certain reinforced M/R mast is not
affected by the unsafe condition. This
proposed AD would retain the
requirements of AD 97-26—03 and
would remove a certain M/R mast from
the applicability. The actions of this
proposed AD are intended to address an
unsafe condition on these products.

DATES: We must receive comments on
this proposed AD by November 13,
2018.

ADDRESSES: You may send comments by
any of the following methods:

e Federal eRulemaking Docket: Go to
http://www.regulations.gov. Follow the
online instructions for sending your
comments electronically.

e Fax:202-493-2251.

e Mail: Send comments to the U.S.
Department of Transportation, Docket
Operations, M—30, West Building
Ground Floor, Room W12-140, 1200

New Jersey Avenue SE, Washington, DC
20590-0001.

e Hand Delivery: Deliver to the
““Mail” address between 9 a.m. and 5
p-m., Monday through Friday, except
Federal holidays.

Examining the AD Docket

You may examine the AD docket on
the internet at http://
www.regulations.gov by searching for
and locating Docket No. FAA-2017—
1126; or in person at Docket Operations
between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.
The AD docket contains this proposed
AD, the European Aviation Safety
Agency (EASA) AD, the economic
evaluation, any comments received and
other information. The street address for
Docket Operations (telephone 800-647—
5527) is in the ADDRESSES section.
Comments will be available in the AD
docket shortly after receipt.

For service information identified in
this proposed rule, contact Airbus
Helicopters, 2701 N. Forum Drive,
Grand Prairie, TX 75052; telephone
(972) 641-0000 or (800) 232—0323; fax
(972) 641-3775; or at http://
www.helicopters.airbus.com/website/
en/ref/Technical-Support 73.html. You
may review this referenced service
information at the FAA, Office of the
Regional Counsel, Southwest Region,
10101 Hillwood Pkwy, Room 6N-321,
Fort Worth, TX 76177.

FOR FURTHER INFORMATION CONTACT: Matt
Fuller, Senior Aviation Safety Engineer,
Safety Management Section, Rotorcraft
Standards Branch, FAA, 10101
Hillwood Pkwy., Fort Worth, TX 76177;
telephone (817) 222-5110; email
matthew.fuller@faa.gov.

SUPPLEMENTARY INFORMATION:
Comments Invited

We invite you to participate in this
rulemaking by submitting written
comments, data, or views. We also
invite comments relating to the
economic, environmental, energy, or
federalism impacts that might result
from adopting the proposals in this
document. The most helpful comments
reference a specific portion of the
proposal, explain the reason for any
recommended change, and include
supporting data. To ensure the docket
does not contain duplicate comments,
commenters should send only one copy
of written comments, or if comments are
filed electronically, commenters should
submit only one time.

We will file in the docket all
comments that we receive, as well as a
report summarizing each substantive
public contact with FAA personnel

concerning this proposed rulemaking.
Before acting on this proposal, we will
consider all comments we receive on or
before the closing date for comments.
We will consider comments filed after
the comment period has closed if it is
possible to do so without incurring
expense or delay. We may change this
proposal in light of the comments we
receive.

Discussion

We issued AD 97—-26—-03, Amendment
39-10246 (62 FR 65750, December 16,
1997) (AD 97-26—03) for Eurocopter
Deutschland GmbH (now Airbus
Helicopters Deutschland GmbH) Model
MBB-BK 117 A-1, MBB-BK 117 A-3,
MBB-BK 117 A—4, MBB-BK 117 B-1,
MBB-BK 117 B-2, and MBB-BK 117 C-
1 helicopters. AD 97—-26-03 requires
visual inspections for cracks in the
ribbed area of the M/R flange and
replacing the M/R mast if a crack is
found. AD 97-26-03 was prompted by
AD 97-276, effective September 25,
1997, issued by Luftfahrt-Bundesamt
(LBA), which is the airworthiness
authority for Germany, to correct an
unsafe condition for Eurocopter
Deutschland GmbH Model MBB-BK 117
A-1, MBB-BK 117 A-3, MBB-BK 117
A-4, MBB-BK 117 B-1, MBB-BK 117
B-2, and MBB-BK 117 C-1 helicopters.
The LBA AD required immediate and
repetitive inspections for a crack in the
flange area after an M/R mast was found
to have cracks ““of critical magnitude.”
When LBA AD 97-276 was issued, the
cause of the cracks was under
investigation. The actions of AD 97-26—
03 are intended to detect cracks in the
flange, which could result in failure of
the flange and subsequent loss of
helicopter control.

Actions Since AD 97-26-03 Was Issued

Since we issued AD 97-26—03, EASA,
which is the Technical Agent for the
Member States of the European Union,
issued EASA AD No. 2017-0193, dated
September 29, 2017, to supersede the
LBA AD. EASA advises that reinforced
M/R mast part number (P/N) 4639 305
095, which is part of M/R mast assembly
P/N 4639 205 016, is not affected by the
unsafe condition. The EASA AD retains
the repetitive inspection requirements
but only for helicopters with M/R mast
P/N 4639 305 002.

Also, since we issued AD 97-26-03,
Eurocopter Deutschland GmbH
Helicopters changed its name to Airbus
Helicopters Deutschland GmbH. This
proposed AD reflects that change and
updates the contact information to
obtain service documentation.

Additionally, the FAA’s Aircraft
Certification Service has changed its


http://www.helicopters.airbus.com/website/en/ref/Technical-Support_73.html
http://www.helicopters.airbus.com/website/en/ref/Technical-Support_73.html
http://www.helicopters.airbus.com/website/en/ref/Technical-Support_73.html
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
mailto:matthew.fuller@faa.gov

Federal Register/Vol. 83, No. 178/ Thursday, September 13, 2018/Proposed Rules

46427

organizational structure. The new
structure replaces product directorates
with functional divisions. We have
revised some of the office titles and
nomenclature throughout this proposed
AD to reflect the new organizational
changes. Additional information about
the new structure can be found in the
Notice published on July 25, 2017 (82
FR 34564).

FAA’s Determination

These helicopters have been approved
by the aviation authority of Germany
and are approved for operation in the
United States. Pursuant to our bilateral
agreement with Germany, EASA, its
technical representative, has notified us
of the unsafe condition described in its
AD. We are proposing this AD because
we evaluated all known relevant
information and determined that an
unsafe condition is likely to exist or
develop on other products of the same
type design.

Related Service Information Under 1
CFR Part 51

We reviewed Airbus Helicopters Alert
Service Bulletin No. ASB MBB-BK117—
10-114, Revision 1, dated July 28, 2017.
This service information specifies
visually inspecting the area of the holes
on the underside of the flange for
cracks, especially in the ribbed area
between the holes, and if cracks are
found, contacting Airbus Helicopters
Deutschland GmbH before further flight
for advice on how to proceed. This
service information applies to
helicopters with M/R mast assembly P/
N 4639205011.

This service information is reasonably
available because the interested parties
have access to it through their normal
course of business or by the means
identified in the ADDRESSES section.

Other Related Service Information

We also reviewed Eurocopter Alert
Service Bulletin No. ASB MBB-BK117-
10-114, dated August 27, 1997, which
specifies visually inspecting the area of
the holes on the underside of the flange
for cracks, especially in the ribbed area
between the holes, and if cracks are
found, contacting Eurocopter Helicopter
Deutschland GmbH before further flight
for advice on how to proceed. This
service information applies to
helicopters with M/R mast assembly P/
N 4639205011 or 4639205016.

Proposed AD Requirements

This proposed AD would require
before further flight and thereafter at
intervals not to exceed 100 hours time-
in-service, visually inspecting the flange
in the ribbed area for a crack using a 5-

power or higher magnifying glass. If a
crack exists, this proposed AD would
require removing the M/R mast before
further flight and replacing it with an
airworthy M/R mast.

Differences Between This Proposed AD
and the EASA AD

The EASA AD requires contacting
Airbus Helicopters if a crack is found on
the flange for applicable instructions,
whereas this proposed AD would
require replacing the M/R mast with an
airworthy M/R mast before further
flight.

Costs of Compliance

We estimate that this proposed AD
would affect 62 helicopters of U.S.
Registry and that labor costs average $85
per work-hour. Based on these
estimates, we expect the following costs:

e Visually inspecting the flange for a
crack would require .25 work-hour and
no parts for a cost of about $21 per
helicopter and $1,302 for the U.S. fleet
per inspection cycle.

¢ Replacing the M/R mast would
require 10 work-hours and parts would
cost $50,000 for a cost of $50,850 per
helicopter.

Authority for This Rulemaking

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

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

Regulatory Findings

We determined that this proposed AD
would not have federalism implications
under Executive Order 13132. This
proposed AD would not have a
substantial direct effect on the States, on
the relationship between the national
Government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.

For the reasons discussed, I certify
this proposed regulation:

1. Is not a “significant regulatory
action” under Executive Order 12866;

2. Is not a “significant rule” under the
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979);

3. Will not affect intrastate aviation in
Alaska to the extent that it justifies
making a regulatory distinction; and

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

We prepared an economic evaluation
of the estimated costs to comply with
this proposed AD and placed it in the
AD docket.

List of Subjects in 14 CFR Part 39

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

The Proposed Amendment

Accordingly, under the authority
delegated to me by the Administrator,
the FAA proposes to amend 14 CFR part
39 as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

m 2. The FAA amends § 39.13 by
removing Airworthiness Directive (AD)
97-26-03, Amendment 39-10246 (62
FR 65750, December 16, 1997), and
adding the following new AD:

Airbus Helicopters Deutschland GmbH
(Previously Eurocopter Deutschland
GmbH): Docket No. FAA-2017-1126;
Product Identifier 2017-SW-125-AD.

(a) Applicability

This AD applies to Airbus Helicopters

Deutschland GmbH (previously Eurocopter

Deutschland GmbH) Model MBB-BK 117 A—

1, MBB-BK 117 A-3, MBB-BK 117 A—4,

MBB-BK 117 B-1, MBB-BK 117 B-2, and

MBB-BK 117 C-1 helicopters, certificated

any category, with a main rotor (M/R) mast

assembly part number (P/N) 4639 205 011

installed.

(b) Unsafe Condition

This AD defines the unsafe condition as a
crack in a M/R mast flange. This condition
could result in failure of the mast flange and
subsequent loss of helicopter control.

(c) Affected ADs

This AD replaces AD 97-26-03,
Amendment 39-10246 (62 FR 65750,
December 16, 1997).
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(d) Comments Due Date

We must receive comments by November
13, 2018.

(e) Compliance

You are responsible for performing each
action required by this AD within the
specified compliance time unless it has
already been accomplished prior to that time.

(f) Required Actions

(1) Before further flight, and thereafter at
intervals not to exceed 100 hours time-in-
service, visually inspect the flange in the
ribbed area for cracks using a 5-power or
higher magnifying glass in accordance with
paragraphs 2.A.1 and 2.A.2 of the
Accomplishment Instructions in Airbus
Helicopters Alert Service Bulletin No. ASB—
MBB-BK 117-10-114, Revision 1, dated July
28, 2017.

(2) If a crack is found as a result of the
inspections specified in paragraph (f)(1) of
this AD, remove the cracked M/R mast and
replace it with an airworthy M/R mast.

(g) Credit for Previous Actions

Actions accomplished before the effective
date of this AD in accordance with the
procedures specified in AD 97-26-03, dated
December 16, 1997, are acceptable for
compliance with the corresponding actions
specified in paragraphs (f)(1) and (f)(2) of this
AD.

(h) Special Flight Permit

A special flight permit will not be
permitted.

(i) Alternative Methods of Compliance
(AMOCs)

(1) The Manager, Safety Management
Section, Rotorcraft Standards Branch, FAA,
may approve AMOGs for this AD. Send your
proposal to: Matt Fuller, Senior Aviation
Safety Engineer, Safety Management Section,
Rotorcraft Standards Branch, FAA, 10101
Hillwood Pkwy., Fort Worth, TX 76177;
telephone (817) 222—-5110; email 9-ASW-
FTW-AMOC-Requests@faa.gov.

(2) For operations conducted under a 14
CFR part 119 operating certificate or under
14 CFR part 91, subpart K, we suggest that
you notify your principal inspector, or
lacking a principal inspector, the manager of
the local flight standards district office or
certificate holding district office before
operating any aircraft complying with this
AD through an AMOC.

(j) Additional Information

(1) Airbus Helicopters Alert Service
Bulletin No. ASB MBB-BK 117-10-114,
dated August 27, 1997, which is not
incorporated by reference, contains
additional information about the subject of
this AD. For service information identified in
this AD, contact Airbus Helicopters, 2701 N.
Forum Drive, Grand Prairie, TX 75052;
telephone (972) 641-0000 or (800) 232—-0323;
fax (972) 641-3775; or at http://
www.helicopters.airbus.com/website/en/ref/
Technical-Support_73.html. You may review
a copy of the service information at the FAA,
Office of the Regional Counsel, Southwest
Region, 10101 Hillwood Pkwy, Room 6N—
321, Fort Worth, TX 76177.

(2) The subject of this AD is addressed in
European Aviation Safety Agency (EASA) AD
No. 2017-0193, dated September 29, 2017.
You may view the EASA AD on the internet
at http://www.regulations.gov in the AD
Docket.

(k) Subject
Joint Aircraft Service Component (JASC)
Code: 6300, Main Rotor Drive System.
Issued in Fort Worth, Texas, on August 29,
2018.
Scott A. Horn,
Deputy Director for Regulatory Operations,
Compliance & Airworthiness Division,
Aircraft Certification Service.
[FR Doc. 2018-19737 Filed 9-12-18; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2018-0794; Product
Identifier 2017-NM-175-AD]

RIN 2120-AA64

Airworthiness Directives; Bombardier,
Inc. Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: We propose to supersede
Airworthiness Directive (AD) 2012—25—
02, which applies to certain
Bombardier, Inc. Model CL-600-2B19
(Regional Jet Series 100 & 440)
airplanes. AD 2012-25-02 requires
revising the airworthiness limitations
section (AWL) of the instructions for
continued airworthiness (ICA) of the
maintenance requirements manual by
incorporating new procedures for
repetitive inspections for cracking of the
rear pressure bulkhead (RPB). AD 2012—
25-02 also requires revising the
maintenance program to incorporate a
revised task which requires an
improved non-destructive inspection
procedure. Since we issued AD 2012—
25-02, additional in-service crack
findings resulted in the development of
a structural modification to the RPB.
This proposed AD would mandate
modification of the RPB and would add
repetitive inspections for cracking of the
RPB web, which would terminate
certain actions in this proposed AD. We
are proposing this AD to address the
unsafe condition on these products.
DATES: We must receive comments on
this proposed AD by October 29, 2018.

ADDRESSES: You may send comments,
using the procedures found in 14 CFR

11.43 and 11.45, by any of the following
methods:

e Federal eRulemaking Portal: Go to
http://www.regulations.gov. Follow the
instructions for submitting comments.

e Fax:202-493-2251.

e Mail: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue SE,
Washington, DC 20590.

e Hand Delivery: Deliver to Mail
address above between 9 a.m. and 5
p-m., Monday through Friday, except
Federal holidays.

For service information identified in
this NPRM, contact Bombardier, Inc.,
400 Cote-Vertu Road West, Dorval,
Québec H4S 1Y9, Canada; Widebody
Customer Response Center North
America toll-free telephone 1-866-538—
1247 or direct-dial telephone 514-855—
5000; fax 514-855—-7401; email ac.yul@
aero.bombardier.com; internet http://
www.bombardier.com. You may view
this referenced service information at
the FAA, Transport Standards Branch,
2200 South 216th St., Des Moines, WA.
For information on the availability of
this material at the FAA, call 206—-231—
3195.

Examining the AD Docket

You may examine the AD docket on
the internet at http://
www.regulations.gov by searching for
and locating Docket No. FAA-2018—
0794; or in person at the Docket
Management Facility between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains this NPRM, the regulatory
evaluation, any comments received, and
other information. The street address for
the Docket Operations office (telephone
800—647-5527) is in the ADDRESSES
section. Comments will be available in
the AD docket shortly after receipt.

FOR FURTHER INFORMATION CONTACT: Aziz
Ahmed, Aerospace Engineer, Airframe
and Mechanical Systems Section, FAA,
New York ACO Branch, 1600 Stewart
Avenue, Suite 410, Westbury, NY
11590; telephone 516—228-7329; fax
516—-794—-5531.

SUPPLEMENTARY INFORMATION:
Comments Invited

We invite you to send any written
relevant data, views, or arguments about
this proposal. Send your comments to
an address listed under the ADDRESSES
section. Include “Docket No. FAA-
2018-0794; Product Identifier 2017—
NM-175—-AD" at the beginning of your
comments. We specifically invite
comments on the overall regulatory,
economic, environmental, and energy
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aspects of this proposed AD. We will
consider all comments received by the
closing date and may amend this
proposed AD based on those comments.

We will post all comments we
receive, without change, to http://
www.regulations.gov, including any
personal information you provide. We
will also post a report summarizing each
substantive verbal contact we receive
about this proposed AD.

Discussion

We issued AD 2012-25-02,
Amendment 39-17283 (77 FR 73902,
December 12, 2012) (“AD 2012-25—
02”’), for certain Bombardier, Inc. Model
CL-600-2B19 (Regional Jet Series 100 &
440) airplanes. AD 2012—25-02 requires
revising the AWL of the ICA of the
Canadair Regional Jet Maintenance
Requirements Manual by incorporating
new procedures for repetitive detailed
and special detailed inspections for
cracking of the RPB. AD 2012-25-02
also requires revising the maintenance
program to incorporate a revised task
specified in a certain temporary
revision, which requires an improved
non-destructive inspection procedure;
and adds airplanes to the applicability.
AD 2012-25-02 resulted from multiple
reports of cracks on the forward face of
the RPB web. We issued AD 2012-25—
02 to detect and correct cracking in the
RPB, which could result in reduced
structural integrity and rapid
decompression of the airplane.

Actions Since AD 2012-25-02 Was
Issued

Since we issued AD 2012—25-02,
additional in-service crack findings
resulted in the development of a
structural modification to the RPB.

Transport Canada Civil Aviation
(TCCA), which is the aviation authority
for Canada, has issued Canadian
Airworthiness Directive CF-2011-30R2,
dated June 12, 2017 (referred to after
this as the Mandatory Continuing
Airworthiness Information, or “the
MCATI”), to correct an unsafe condition
for certain Bombardier, Inc. Model CL—
600—2B19 (Regional Jet Series 100 &
440) airplanes. The MCALI states:

Cracks on the forward face of the Rear
Pressure Bulkhead (RPB) web have been
discovered on three CL-600—2B19 aeroplanes
in-service.

A Temporary Revision has been made to
Part 2 of the Maintenance Requirements
Manual (MRM) to revise the existing AWL

task by introducing an improved Non-
Destructive Inspection (NDI) procedure to
ensure that fatigue cracking of the RPB is
detected and corrected.

The original issue of this [TCCA] AD
[which corresponds to FAA AD 2012-25-02]
mandated the incorporation of a new NDI
procedure for AWL task number 53-61-153.

Additional in-service findings have
resulted in the issue of revision 1 of this
[TCCA] AD, which mandates a structural
modification to the rear pressure bulkhead
with revised threshold and repeat inspection
intervals. This modification is intended to
preclude the onset of multiple site fatigue
damage for the remaining service life of the
aeroplane. If not corrected, a failure of the
RPB could result in loss of structural
integrity of the aeroplane.

Revision 2 of this [TCCA] AD requires an
inspection to be carried out prior to
modification of the RPB. This revision also
requires an additional modification to be
completed on the RPB prior to terminating
AWL task number 53-61-153. It also
includes provisions to account for certain
repairs as well as [alternative methods of
compliance] AMOGCs issued to earlier
revisions of this [TCCA] AD.

You may examine the MCAI in the
AD docket on the internet at http://
www.regulations.gov by searching for
and locating Docket No. FAA-2018—
0794.

Related Service Information Under 1
CFR Part 51

Bombardier, Inc., has issued the
following service information.

¢ Bombardier Repair Engineering
Order (REO) 601R-53—-61-1230,
Revision F, dated November 7, 2011.
This service information describes
procedures for a repair to the pressure
bulkhead web frame station (FS) 621.00,
lintel installation.

e Bombardier REO 601R-53-61—
1240, Revision D, dated October 31,
2016. This service information describes
procedures for a repair and modification
to FS 621.00 pressure bulkhead web.

e Bombardier REO 601R-53-61—
5828, Revision A, dated March 16, 2017.
This service information describes
procedures for a repair to FS 621.00
pressure bulkhead web at left buttock
line (LBL) 27.5.

This service information is reasonably
available because the interested parties
have access to it through their normal
course of business or by the means
identified in the ADDRESSES section.

FAA’s Determination and Requirements
of This Proposed AD

This product has been approved by
the aviation authority of another
country, and is approved for operation
in the United States. Pursuant to our
bilateral agreement with the State of
Design Authority, we have been notified
of the unsafe condition described in the
MCALI and service information
referenced above. We are proposing this
AD because we evaluated all pertinent
information and determined an unsafe
condition exists and is likely to exist or
develop on other products of the same
type design.

This AD requires revisions to certain
operator maintenance documents to
include new actions (e.g., inspections).
Compliance with these actions is
required by 14 CFR 91.403(c). For
airplanes that have been previously
modified, altered, or repaired in the
areas addressed by this proposed AD,
the operator may not be able to
accomplish the actions described in the
revisions. In this situation, to comply
with 14 CFR 91.403(c), the operator
must request approval for an alternative
method of compliance according to
paragraph (p)(1) of this proposed AD.
The request should include a
description of changes to the required
actions that will ensure the continued
damage tolerance of the affected
structure.

Differences Between This Proposed AD
and the Service Information

The MCAI includes the following
statement: “If it is not possible to
complete all of the instructions in the
SBs [service bulletins] . . . due to the
configuration of the aircraft, contact
Bombardier Inc. for approved
instructions.” This issue is addressed in
14 CFR 39.17, which states that “Ifa
change in a product affects your ability
to accomplish the actions required by
the AD in any way, you must request
FAA approval of an alternative method
of compliance . . .” Since we do not
currently have the authority to delegate
AMOC approvals to foreign civil
aviation authorities, the FAA is
responsible for these approvals.

Costs of Compliance

We estimate that this proposed AD
affects 457 airplanes of U.S. registry. We
estimate the following costs to comply
with this proposed AD:
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ESTIMATED COSTS FOR REQUIRED ACTIONS

Labor cost

Parts cost

Cost per product

Cost on U.S. operators

Up to 917 work-hours x $85 per hour = Up to $77,945

Up to $6,000 ........ccoeeveenene

Up to $83,945 ......ccccuvenene

Up to $38,362,865.

We have determined that revising the
maintenance or inspection program
takes an average of 90 work-hours per
operator, although we recognize that
this number may vary from operator to
operator. In the past, we have estimated
that this action takes 1 work-hour per
airplane. Since operators incorporate
maintenance or inspection program
changes for their affected fleet(s), we
have determined that a per-operator
estimate is more accurate than a per-
airplane estimate. Therefore, we
estimate the total cost per operator to be
$7,650 (90 work-hours x $85 per work-
hour).

We have received no definitive data
that would enable us to provide cost
estimates for the on-condition actions
specified in this proposed AD.

Authority for This Rulemaking

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

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

This proposed AD is issued in
accordance with authority delegated by
the Executive Director, Aircraft
Certification Service, as authorized by
FAA Order 8000.51C. In accordance
with that order, issuance of ADs is
normally a function of the Compliance
and Airworthiness Division, but during
this transition period, the Executive
Director has delegated the authority to
issue ADs applicable to transport
category airplanes to the Director of the
System Oversight Division.

Regulatory Findings

We determined that this proposed AD
would not have federalism implications

under Executive Order 13132. This
proposed AD would not have a
substantial direct effect on the States, on
the relationship between the national
Government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.

For the reasons discussed above, I
certify this proposed regulation:

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

2. Is not a “significant rule” under the
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979),

3. Will not affect intrastate aviation in
Alaska, and

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

List of Subjects in 14 CFR Part 39
Air transportation, Aircraft, Aviation

safety, Incorporation by reference,
Safety.

The Proposed Amendment
Accordingly, under the authority
delegated to me by the Administrator,

the FAA proposes to amend 14 CFR part
39 as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

m 2. The FAA amends § 39.13 by

removing Airworthiness Directive (AD)

2012-25-02, Amendment 39-17283 (77

FR 73902, December 12, 2012), and

adding the following new AD:

Bombardier Inc.: Docket No. FAA-2018—
0794; Product Identifier 2017-NM-175—
AD.

(a) Comments Due Date

We must receive comments by October 29,
2018.

(b) Affected ADs

This AD replaces AD 2012-25-02,
Amendment 39-17283 (77 FR 73902,
December 12, 2012) (“AD 2012-25-02").

(c) Applicability

This AD applies to Bombardier, Inc. Model
CL-600-2B19 (Regional Jet Series 100 & 440)
airplanes, certificated in any category, serial

numbers 7002 through 8025 inclusive, 8030,
and 8034.

(d) Subject

Air Transport Association (ATA) of
America Code 53, Fuselage.

(e) Reason

This AD was prompted by multiple reports
of cracks on the forward face of the rear
pressure bulkhead (RPB) web, and additional
in-service crack findings which resulted in
the development of a structural modification
to the RPB. We are issuing this AD to address
cracking in the RPB, which could result in
reduced structural integrity and rapid
decompression of the airplane.

(f) Compliance

Comply with this AD within the
compliance times specified, unless already
done.

(g) Retained Revision of the Maintenance
Program With New Terminating Action

This paragraph restates the requirements of
paragraph (i) of AD 2012-25-02, with a new
terminating action. Except for the airplane
having serial number 7002, within 60 days
after January 16, 2013 (the effective date of
AD 2012-25-02): Revise the maintenance
program by incorporating the revised
inspection requirements specified in
airworthiness limitation section (AWL) 53—
61-153 of Bombardier temporary revision
(TR) 2B-2187, dated June 22, 2011, to
Appendix B-Airworthiness Limitations, of
Part 2 of the Bombardier CL-600-2B19
Maintenance Requirements Manual (MRM).
The initial compliance times for the task are
at the applicable time specified in paragraph
(g)(1) or (g)(2) of this AD. Doing the actions
required by paragraph (j) or (1) of this AD
terminates the requirements of this
paragraph, for the repaired area only.
Accomplishment of the actions required by
paragraph (m) of this AD terminates the
requirements of this paragraph.

(1) For airplanes on which the special
detailed inspection specified in AWL 53-61—
153 of Bombardier TR 2B-2187, dated June
22, 2011; or Canadair Regional Jet TR 2B—
2109, dated October 13, 2005; has not been
done as of January 16, 2013 (the effective
date of AD 2012—25-02): The initial
compliance time for AWL 53-61-153 is at
the applicable time specified in paragraph
(g)(1)(1) or (g)(1)(ii) of this AD.

(i) For airplanes that have accumulated
10,500 total flight cycles or less as of January
16, 2013: Before the accumulation of 12,000
total flight cycles.

(ii) For airplanes that have accumulated
more than 10,500 total flight cycles as of
January 16, 2013: Within 1,500 flight cycles
after January 16, 2013 (the effective date of
AD 2012-25-02).

(2) For airplanes on which the special
detailed inspection specified in AWL 53-61—
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153 of Bombardier TR 2B—-2187, dated June
22, 2011; or Canadair Regional Jet TR 2B—
2109, dated October 13, 2005; has been done
as of January 16, 2013 (the effective date of
AD 2012-25-02): The initial compliance time
for AWL 53-61-153 is within 4,360 flight
cycles after accomplishing the most recent
special detailed inspection, or within 1,500
flight cycles after accomplishing the most
recent detailed inspection as specified in
AWL 53-61-153 of Canadair Regional Jet TR
2B—2109, dated October 13, 2005, whichever
occurs later.

(h) Retained No Alternative Actions or
Intervals With New Exception

This paragraph restates the requirements of
paragraph (j) of AD 2012—-25-02, with a new
exception. Except as required by paragraphs
(§)(3), (1)(2), and (m) of this AD, after
accomplishing the revisions required by
paragraph (g) of this AD, no alternative
actions (e.g., inspections) or intervals may be
used other than those specified in
Bombardier TR 2B-2187, dated June 22,
2011, to Appendix B-Airworthiness
Limitations, of Part 2 of the Bombardier CL—
600—-2B19 MRM, unless the actions and

intervals are approved as an alternative
method of compliance (AMOC) in
accordance with the procedures specified in
paragraph (p)(1) of this AD.

(i) Retained General Revision of the MRM
With No Changes

This paragraph restates the requirements of
paragraph (k) of AD 2012-25-02, with no
changes. The maintenance program revision
required by paragraph (g) of this AD may be
done by inserting a copy of Bombardier TR
2B-2187, dated June 22, 2011, into Appendix
B-Airworthiness Limitations, of Part 2 of the
Bombardier CL-600-2B19 MRM. When this
TR has been included in general revisions of
the MRM, the general revisions may be
inserted in the MRM, provided the relevant
information in the general revision is
identical to that in this TR.

(j) New Requirements of This AD:
Inspections, Modification, and Maintenance
or Inspection Program Revision
Accomplish the actions required by
paragraphs (j)(1), (j)(2), and (j)(3) of this AD
at the time specified, except as provided by
paragraphs (1) and (m) of this AD.

(1) At the applicable time specified in
figure 1 to paragraph (j) of this AD: Do a
nondestructive inspection for cracking of the
forward face of the fuselage station (FS) 621
pressure bulkhead, in accordance with AWL
53—61-153 of Bombardier TR 2B-2187, dated
June 22, 2011, to Appendix B-Airworthiness
Limitations, of Part 2 of the Bombardier CL—
600-2B19 MRM.

(2) At the applicable time specified in
figure 1 to paragraph (j) of this AD: Modify
the RPB and do a nondestructive inspection
for cracking of the FS 621 pressure bulkhead
web, in accordance with Bombardier Repair
Engineering Order (REO) 601R-53-61-1240,
Revision D, dated October 31, 2016.

(3) Before further flight after accomplishing
the modification required by paragraph (j)(2)
of this AD: Revise the maintenance or
inspection program, as applicable, by
incorporating the inspection requirements at
the threshold and repetitive inspection times
specified in the in-service deviation
inspection requirements (SDIR) of
Bombardier REO 601R-53-61-1240, Revision
D, dated October 31, 2016.

Figure 1 to Paragraph (j) of this AD — Modification and Inspection Phase-In

Airplane Flight Cycles as of the Effective
Date of this AD

Compliance Time

For airplanes that have accumulated 35,000
total flight cycles or less

Prior to the accumulation of 40,000
total flight cycles

For airplanes that have accumulated more
than 35,000 total flight cycles and less than
40,000 total flight cycles

Within 5,000 flight cycles after the
effective date of this AD

For airplanes that have accumulated 40,000

Prior to the accumulation of 45,000

total flight cycles or more

total flight cycles

(k) Corrective Action

(1) If any crack is found during any
inspection required by paragraph (j)(2), (1)(1),
or (m) of this AD: Before further flight, repair
using a method approved by the Manager,
New York ACO Branch, FAA; Transport
Canada Civil Aviation (TCCA); or
Bombardier, Inc.’s TCCA Design Approval
Organization (DAQ). If approved by the DAO,
the approval must include the DAO-
authorized signature.

(2) If any crack is found during any
inspection required by paragraph (j)(1) of this
AD: Before further flight, repair in
accordance with Bombardier REO 601R-53—
61-1230, Revision F, dated November 7,
2011, or Bombardier REO 601R-53—61-1240,

Revision D, dated October 31, 2016, as
applicable, or using a method approved by
the Manager, New York ACO Branch, FAA;
TCCA; or Bombardier, Inc.’s TCCA DAO. If
approved by the DAO, the approval must
include the DAO-authorized signature.

(1) Alternative Actions for Certain Airplanes

For airplanes on which the actions
required by paragraphs (j)(1) and (j)(2) of this
AD were performed before the effective date
of this AD using the REOs identified in figure
2 to paragraph (1) of this AD: In lieu of
accomplishing the actions required by
paragraph (j) of this AD, accomplish the
actions required by paragraphs (1)(1) and
(1)(2) of this AD within 6,000 flight cycles
after the effective date of this AD.

(1) Perform a special detailed inspection
for cracking of Zone B of the RPB web, in
accordance with Part B of Bombardier REO
601R-53-61-1240, Revision D, dated October
31, 2016.

(2) Revise the maintenance or inspection
program, as applicable, by incorporating the
inspection requirements at the threshold and
repetitive inspection times specified in Part
B of the SDIR of Bombardier REO 601R-53—
61-1240, Revision D, dated October 31, 2016.
The inspection threshold is measured from
the time of incorporation of the applicable
REO specified in figure 2 to paragraph (1) of
this AD.

BILLING CODE 4910-13-P
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Figure 2 to Paragraph (1) of this AD -
REOs Equivalent to Part A of REO 601R-53-61-1240

Serial Number Bombardier REO

7029 601R-53-61-3032, Revision D, dated May 6, 2014
601R-53-61-3059, Revision D, dated November 1,
2011
601R-53-61-5220, Revision A, dated March 20, 2014

7033 601R-53-61-4391, dated February 6, 2012
601R-53-61-4405, dated February 16, 2012

7054 601R-53-61-4398, Revision A, dated August 23,
2016
601R-53-61-5801, dated August 23, 2016

7058 601R-53-61-5480, dated May 22, 2015

7060 601R-53-61-4385, Revision A, dated August 25, 2016

7206 601R-53-61-4750, dated January 15, 2013

7212 601R-53-61-5137, Revision A, dated August 25, 2016

7312 601R-53-61-5738, dated June 23, 2016

7424 601R-53-61-5295, Revision A, dated July 2, 2014

7430 601R-53-61-4950, dated June 28, 2013

7433 601R-53-61-2039, Revision A, dated August 24, 2016

7452 601R-53-61-4821, Revision A, dated February 28,
2013
601R-53-61-4572, Revision C, dated February 27,
2013
601R-53-61-4584, Revision A, dated February 27,
2013

7463 601R-53-61-4712, dated November 15, 2012
601R-53-61-5369, dated October 14, 2014

7466 601R-53-61-4884, dated April 25, 2013

7468 601R-53-61-5779, Revision A, dated August 16, 2016

7476 601R-53-61-5727, Revision B, dated June 8, 2016
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Serial Number

Bombardier REO

7484 601R-53-61-5040, dated October 2, 2013
601R-53-61-5049, Revision A, dated October 9, 2013

7513 601R-53-61-5498, dated June 23, 2015

7591 601R-53-61-2360, Revision A, dated August 24,
2016
601R-53-61-2361, dated October 11, 2007
601R-53-61-2364, dated October 11, 2007
601R-53-61-2368, dated October 10, 2007
601R-53-61-2373, dated October 17, 2007
601R-53-61-2380, dated October 20, 2007

7616 601R-53-61-5250, dated April 15, 2014

7626 601R-53-61-5377, dated November 5, 2014
601R-53-61-5383, dated November 7, 2014

7643 601R-53-61-5076, dated October 31, 2013
601R-53-61-5085, Revision A, dated November 11,
2013

7658 601R-53-61-4942, Revision A, dated July 8, 2013

7660 601R-53-61-5494, dated June 8, 2015

7767 601R-53-61-5207, dated March 7, 2014
601R-53-61-5213, Revision A, dated March 14, 2014

7834 601R-53-61-4932, dated June 15, 2013
601R-53-61-4940, Revision A, dated July 1, 2013

7852 601R-53-61-4264, Revision A, dated August 21, 2013

BILLING CODE 4910-13-C

(m) Alternative Actions for Airplane Serial
Number 7610

For any airplane having serial number
7610: In lieu of accomplishing the actions
required by paragraph (j) of this AD; within
6,000 flight cycles after the effective date of
this AD, do a reinforcement of K601R36010—
A at left buttock line (LBL) 27.5 and perform
a special detailed inspection for cracking of
the FS 621 pressure bulkhead web at LBL
27.5, in accordance with Bombardier REO
601R-53-61-5828, Revision A, dated March
16, 2017. Before further flight after
accomplishing the reinforcement, or within
60 days after the effective date of this AD,
whichever occurs later: Revise the
maintenance or inspection program, as
applicable, by incorporating the inspection
requirements that include threshold and

repetitive inspection times as specified in the
SDIR of Bombardier REO 601R-53-61-5828,
Revision A, dated March 16, 2017.

(n) No Alternative Actions or Intervals

After the maintenance or inspection
program has been revised as required by
paragraph (j)(3), (1)(2), or (m) of this AD, no
alternative actions (e.g., inspections) or
intervals may be used unless the actions or
intervals are approved as an AMOC in
accordance with the procedures specified in
paragraph (p)(1) of this AD.

(o) Terminating Actions for Paragraph (g) of
This AD

(1) Accomplishment of the actions required
by paragraph (j) or (1) of this AD terminates
the requirements of paragraph (g) of this AD,
for the repaired area only.

(2) Accomplishment of the actions required
by paragraph (m) of this AD terminates the
requirements of paragraph (g) of this AD.

(3) For airplanes on which the actions
required by paragraph (j) or (1) of this AD
have been done and on which the
modification and inspection specified in REO
601R-53-61-1230 Revision F, dated
November 7, 2011, have been done and there
were no inspection findings: The actions
required by paragraph (g) of this AD are
terminated.

(p) Other FAA AD Provisions

(1) Alternative Methods of Compliance
(AMOCs): The Manager, New York ACO
Branch, FAA, has the authority to approve
AMOC:s for this AD, if requested using the
procedures found in 14 CFR 39.19. In
accordance with 14 CFR 39.19, send your
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request to your principal inspector or local
Flight Standards District Office, as
appropriate. If sending information directly
to the manager of the certification office,
send it to ATTN: Program Manager,
Continuing Operational Safety, FAA, New
York ACO Branch, 1600 Stewart Avenue,
Suite 410, Westbury, New York 11590;
telephone: (516) 228-7300; fax: (516) 794—
5531.

(i) Before using any approved AMOC,
notify your appropriate principal inspector,
or lacking a principal inspector, the manager
of the local flight standards district office/
certificate holding district office.

(i) AMOCs approved previously for AD
2012-25-02, are approved as AMOCs for the
corresponding provisions in paragraphs (g),
(k), and (1) of this AD.

(2) Contacting the Manufacturer: For any
requirement in this AD to obtain corrective
actions from a manufacturer, the action must
be accomplished using a method approved
by the Manager, New York ACO Branch,
FAA; or TCCA; or Bombardier Inc.’s TCCA
DAO. If approved by the DAO, the approval
must include the DAO-authorized signature.

(q) Related Information

(1) Refer to Mandatory Continuing
Airworthiness Information (MCAI) Canadian
Airworthiness Directive CF—2011-30R2,
dated June 12, 2017, for related information.
This MCAI may be found in the AD docket
on the internet at http://www.regulations.gov
by searching for and locating Docket No.
FAA-2018-0794.

(2) For more information about this AD,
contact Aziz Ahmed, Aerospace Engineer,
Airframe and Mechanical Systems Section,
FAA, New York ACO Branch, 1600 Stewart
Avenue, Suite 410, Westbury, NY 11590;
telephone 516-228-7329; fax 516—794-5531.

(3) For service information identified in
this AD, contact Bombardier, Inc., 400 Cote-
Vertu Road West, Dorval, Québec H4S 1Y9,
Canada; Widebody Customer Response
Center North America toll-free telephone
514—-855—-5000; fax 514—855—7401; email
ac.yul@aero.bombardier.com; internet http://
www.bombardier.com; internet http://
www.bombardier.com. You may view this
service information at the FAA, Transport
Standards Branch, 2200 South 216th St., Des
Moines, WA. For information on the
availability of this material at the FAA, call
206-231-3195.

Issued in Des Moines, Washington, on
August 24, 2018.
James Cashdollar,

Acting Director, System Oversight Division,
Aircraft Certification Service.

[FR Doc. 2018-19735 Filed 9-12—-18; 8:45 am]|
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2018-0577; Airspace
Docket No. 18-AAL-9]

RIN 2120-AA66
Proposed Modification of Class E
Airspace; Atgasuk, AK

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: This action proposes to
modify Class E airspace extending
upward from 1,200 feet above the
surface at Atqasuk Edward Burnell Sr.
Memorial Airport, Atqasuk, AK. This
proposal would add exclusionary
language to the legal description of the
airport to ensure the safety and
management of aircraft within the
National Airspace System. Also, the
geographic coordinates of the airport
would be adjusted.

DATES: Comments must be received on
or before October 29, 2018.

ADDRESSES: Send comments on this
proposal to the U.S. Department of
Transportation, Docket Operations, 1200
New Jersey Avenue SE, West Building
Ground Floor, Room W12-140,
Washington, DC 20590; telephone: (800)
647-5527, or (202) 366—9826. You must
identify FAA Docket No. FAA-2018—
0577; Airspace Docket No. 18—AAL-9,
at the beginning of your comments. You
may also submit comments through the
internet at http://www.regulations.gov.

FAA Order 7400.11B, Airspace
Designations and Reporting Points, and
subsequent amendments can be viewed
online at http://www.faa.gov/air_traffic/
publications/. For further information,
you can contact the Airspace Policy
Group, Federal Aviation
Administration, 800 Independence
Avenue SW, Washington, DC 20591;
telephone: (202) 267—-8783. The Order is
also available for inspection at the
National Archives and Records
Administration (NARA). For
information on the availability of FAA
Order 7400.11B at NARA, call (202)
741-6030, or go to https://
www.archives.gov/federal-register/cfr/
ibr-locations.html.

FAA Order 7400.11, Airspace
Designations and Reporting Points, is
published yearly and effective on
September 15.

FOR FURTHER INFORMATION CONTACT:
Richard Roberts, Federal Aviation
Administration, Operations Support

Group, Western Service Center, 2200 S
216th St., Des Moines, WA 98198-6547;
telephone (206) 231-2244.

SUPPLEMENTARY INFORMATION:
Authority for This Rulemaking

The FAA’s authority to issue rules
regarding aviation safety is found in
Title 49 of the United States Code.
Subtitle I, Section 106 describes the
authority of the FAA Administrator.
Subtitle VII, Aviation Programs,
describes in more detail the scope of the
agency’s authority. This rulemaking is
promulgated under the authority
described in Subtitle VII, Part A,
Subpart I, Section 40103. Under that
section, the FAA is charged with
prescribing regulations to assign the use
of airspace necessary to ensure the
safety of aircraft and the efficient use of
airspace. This regulation is within the
scope of that authority as it would
amend Class E airspace extending
upward from 1,200 feet above the
surface at Atqasuk Edward Burnell Sr.
Memorial Airport, AK, to support IFR
operations in standard instrument
approach and departure procedures at
the airport.

Comments Invited

Interested parties are invited to
participate in this proposed rulemaking
by submitting such written data, views,
or arguments, as they may desire.
Comments that provide the factual basis
supporting the views and suggestions
presented are particularly helpful in
developing reasoned regulatory
decisions on the proposal. Comments
are specifically invited on the overall
regulatory, aeronautical, economic,
environmental, and energy-related
aspects of the proposal.
Communications should identify both
docket numbers and be submitted in
triplicate to the address listed above.
Persons wishing the FAA to
acknowledge receipt of their comments
on this notice must submit with those
comments a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket No. FAA-2018-0577; Airspace
Docket No. 18—AAL-9”. The postcard
will be date/time stamped and returned
to the commenter.

All communications received before
the specified closing date for comments
will be considered before taking action
on the proposed rule. The proposal
contained in this notice may be changed
in light of the comments received. A
report summarizing each substantive
public contact with FAA personnel
concerned with this rulemaking will be
filed in the docket.
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Availability of NPRMs

An electronic copy of this document
may be downloaded through the
internet at http://www.regulations.gov.
Recently published rulemaking
documents can also be accessed through
the FAA’s web page at http://
www.faa.gov/air traffic/publications/
airspace_amendments/.

You may review the public docket
containing the proposal, any comments
received, and any final disposition in
person in the Dockets Office (see the
ADDRESSES section for the address and
phone number) between 9:00 a.m. and
5:00 p.m., Monday through Friday,
except federal holidays. An informal
docket may also be examined during
normal business hours at the Northwest
Mountain Regional Office of the Federal
Aviation Administration, Air Traffic
Organization, Western Service Center,
Operations Support Group, 2200 S
216th St., Des Moines, WA 98198.

Availability and Summary of
Documents for Incorporation by
Reference

This document proposes to amend
FAA Order 7400.11B, Airspace
Designations and Reporting Points,
dated August 3, 2017, and effective
September 15, 2017. FAA Order
7400.11B is publicly available as listed
in the ADDRESSES section of this
document. FAA Order 7400.11B lists
Class A, B, G, D, and E airspace areas,
air traffic service routes, and reporting
points.

The Proposal

The FAA is proposing an amendment
to Title 14 Code of Federal Regulations
(14 CFR) part 71 by modifying Class E
airspace extending upward from 1,200
feet above the surface at Atqasuk
Edward Burnell Sr. Memorial Airport,
Atqasuk, AK. This action would add
language to the legal description of the
airport to exclude that airspace
extending beyond 12 miles of the
shoreline. This action is necessary to
support IFR operations in standard
instrument approach and departure
procedures at the airport.

An editorial change also would be
made to the airport’s geographic
coordinates to bring them up to date
with FAA’s aeronautical database.

Class E airspace designations are
published in paragraph 6005 of FAA
Order 7400.11B, dated August 3, 2017,
and effective September 15, 2017, which
is incorporated by reference in 14 CFR
71.1. The Class E airspace designation
listed in this document will be
published subsequently in the Order.

Regulatory Notices and Analyses

The FAA has determined that this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current, and is non-controversial and
unlikely to result in adverse or negative
comments. It, therefore: (1) Is not a
“significant regulatory action”” under
Executive Order 12866; (2) is not a
“significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034; February 26, 1979); and (3)
does not warrant preparation of a
regulatory evaluation as the anticipated
impact is so minimal. Since this is a
routine matter that will only affect air
traffic procedures and air navigation, it
is certified that this rule, when
promulgated, would not have a
significant economic impact on a
substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

Environmental Review

This proposal would be subject to an
environmental analysis in accordance
with FAA Order 1050.1F,
“Environmental Impacts: Policies and
Procedures” prior to any FAA final
regulatory action.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

The Proposed Amendment

Accordingly, pursuant to the
authority delegated to me, the Federal
Aviation Administration proposes to
amend 14 CFR part 71 as follows:

PART 71—DESIGNATION OF CLASS A,
B, C, D, AND E AIRSPACE AREAS; AIR
TRAFFIC SERVICE ROUTES; AND
REPORTING POINTS

m 1. The authority citation for 14 CFR
part 71 continues to read as follows:

Authority: 49 U.S.C. 106(f), 106(g), 40103,
40113, 40120; E.O. 10854, 24 FR 9565, 3 CFR,
1959-1963 Comp., p. 389.

§71.1 [Amended]

m 2. The incorporation by reference in
14 CFR 71.1 of FAA Order 7400.11B,
Airspace Designations and Reporting
Points, dated August 3, 2017, and
effective September 15, 2017, is
amended as follows:

Paragraph 6005 Class E Airspace Areas
Extending Upward From 700 Feet or More
Above the Surface of the Earth

* * * * *

AAL AK E5 Atqasuk, AK [Amended]

Atqasuk Edward Burnell Sr. Memorial
Airport, AK

(Lat. 70°28’02” N, long. 157°26'08” W)

That airspace extending upward from 700
feet above the surface within a 7-mile radius
of Atqasuk Edward Burnell Sr. Memorial
Airport; and that airspace extending upward
from 1,200 feet above the surface within a 73-
mile radius of Atqasuk Edward Burnell Sr.
Memorial Airport, excluding that airspace
extending beyond 12 miles of the shoreline.

Issued in Seattle, Washington, on
September 5, 2018.

Shawn M. Kozica,

Manager, Operations Support Group, Western
Service Center.

[FR Doc. 2018-19726 Filed 9-12—18; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2018-0578; Airspace
Docket No. 18—-AAL-10]

RIN 2120-AA66
Proposed Modification of Class E
Airspace; Badami, AK

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: This action proposes to
modify Class E airspace extending
upward from 1,200 feet above the
surface at Badami Airport, AK. This
proposal would add exclusionary
language to the legal description of the
airport to ensure the safety and
management of aircraft within the
National Airspace System. Also, the
geographic coordinates of the airport
would be adjusted.

DATES: Comments must be received on
or before October 29, 2018.

ADDRESSES: Send comments on this
proposal to the U.S. Department of
Transportation, Docket Operations, 1200
New Jersey Avenue SE, West Building
Ground Floor, Room W12-140,
Washington, DC 20590; telephone: (800)
647-5527, or (202) 366—9826. You must
identify FAA Docket No. FAA-2018—
0578; Airspace Docket No. 18—AAL-10,
at the beginning of your comments. You
may also submit comments through the
internet at http://www.regulations.gov.
FAA Order 7400.11B, Airspace
Designations and Reporting Points, and
subsequent amendments can be viewed
online at http://www.faa.gov/air_traffic/
publications/. For further information,


http://www.faa.gov/air_traffic/publications/airspace_amendments/
http://www.faa.gov/air_traffic/publications/airspace_amendments/
http://www.faa.gov/air_traffic/publications/airspace_amendments/
http://www.faa.gov/air_traffic/publications/
http://www.faa.gov/air_traffic/publications/
http://www.regulations.gov
http://www.regulations.gov
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you can contact the Airspace Policy
Group, Federal Aviation
Administration, 800 Independence
Avenue SW, Washington, DC 20591;
telephone: (202) 267—8783. The Order is
also available for inspection at the
National Archives and Records
Administration (NARA). For
information on the availability of FAA
Order 7400.11B at NARA, call (202)
741-6030, or go to https://
www.archives.gov/federal-register/cfr/
ibr-locations.html.

FAA Order 7400.11, Airspace
Designations and Reporting Points, is
published yearly and effective on
September 15.

FOR FURTHER INFORMATION CONTACT:
Richard Roberts, Federal Aviation
Administration, Operations Support
Group, Western Service Center, 2200 S
216th St., Des Moines, WA 98198-6547;
telephone (206) 231-2245.

SUPPLEMENTARY INFORMATION:
Authority for This Rulemaking

The FAA’s authority to issue rules
regarding aviation safety is found in
Title 49 of the United States Code.
Subtitle I, Section 106 describes the
authority of the FAA Administrator.
Subtitle VII, Aviation Programs,
describes in more detail the scope of the
agency’s authority. This rulemaking is
promulgated under the authority
described in Subtitle VII, Part A,
Subpart I, Section 40103. Under that
section, the FAA is charged with
prescribing regulations to assign the use
of airspace necessary to ensure the
safety of aircraft and the efficient use of
airspace. This regulation is within the
scope of that authority as it would
amend Class E airspace extending
upward from 1,200 feet above the
surface at Badami Airport, AK, to
support IFR operations in standard
instrument approach and departure
procedures at the airport.

Comments Invited

Interested parties are invited to
participate in this proposed rulemaking
by submitting such written data, views,
or arguments, as they may desire.
Comments that provide the factual basis
supporting the views and suggestions
presented are particularly helpful in
developing reasoned regulatory
decisions on the proposal. Comments
are specifically invited on the overall
regulatory, aeronautical, economic,
environmental, and energy-related
aspects of the proposal.
Communications should identify both
docket numbers and be submitted in
triplicate to the address listed above.
Persons wishing the FAA to

acknowledge receipt of their comments
on this notice must submit with those
comments a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket No. FAA—-2018-0578; Airspace
Docket No. 18—AAL—-10". The postcard
will be date/time stamped and returned
to the commenter.

All communications received before
the specified closing date for comments
will be considered before taking action
on the proposed rule. The proposal
contained in this notice may be changed
in light of the comments received. A
report summarizing each substantive
public contact with FAA personnel
concerned with this rulemaking will be
filed in the docket.

Availability of NPRMs

An electronic copy of this document
may be downloaded through the
internet at http://www.regulations.gov.
Recently published rulemaking
documents can also be accessed through
the FAA’s web page at http://
www.faa.gov/air traffic/publications/
airspace_amendments/.

You may review the public docket
containing the proposal, any comments
received, and any final disposition in
person in the Dockets Office (see the
ADDRESSES section for the address and
phone number) between 9:00 a.m. and
5:00 p.m., Monday through Friday,
except federal holidays. An informal
docket may also be examined during
normal business hours at the Northwest
Mountain Regional Office of the Federal
Aviation Administration, Air Traffic
Organization, Western Service Center,
Operations Support Group, 2200 S
216th St., Des Moines, WA 98198.

Availability and Summary of
Documents for Incorporation by
Reference

This document proposes to amend
FAA Order 7400.11B, Airspace
Designations and Reporting Points,
dated August 3, 2017, and effective
September 15, 2017. FAA Order
7400.11B is publicly available as listed
in the ADDRESSES section of this
document. FAA Order 7400.11B lists
Class A, B, G, D, and E airspace areas,
air traffic service routes, and reporting
points.

The Proposal

The FAA is proposing an amendment
to Title 14 Code of Federal Regulations
(14 CFR) part 71 by modifying Class E
airspace extending upward from 1,200
feet above the surface at Badami
Airport, Badami, AK. This action would
add language to the legal description of
the airport to exclude that airspace

extending beyond 12 miles of the
shoreline. This action is necessary to
support IFR operations in standard
instrument approach and departure
procedures at the airport.

An editorial change also would be
made to the airport’s geographic
coordinates to bring them up to date
with the FAA’s aeronautical database.

Class E airspace designations are
published in paragraph 6005 of FAA
Order 7400.11B, dated August 3, 2017,
and effective September 15, 2017, which
is incorporated by reference in 14 CFR
71.1. The Class E airspace designations
listed in this document will be
published subsequently in the Order.

Regulatory Notices and Analyses

The FAA has determined that this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current, and is non-controversial and
unlikely to result in adverse or negative
comments. It, therefore: (1) Is not a
“significant regulatory action” under
Executive Order 12866; (2) is not a
“significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034; February 26, 1979); and (3)
does not warrant preparation of a
regulatory evaluation as the anticipated
impact is so minimal. Since this is a
routine matter that will only affect air
traffic procedures and air navigation, it
is certified that this rule, when
promulgated, would not have a
significant economic impact on a
substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

Environmental Review

This proposal would be subject to an
environmental analysis in accordance
with FAA Order 1050.1F,
“Environmental Impacts: Policies and
Procedures” prior to any FAA final
regulatory action.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

The Proposed Amendment

Accordingly, pursuant to the
authority delegated to me, the Federal
Aviation Administration proposes to
amend 14 CFR part 71 as follows:

PART 71—DESIGNATION OF CLASS A,
B, C, D, AND E AIRSPACE AREAS; AIR
TRAFFIC SERVICE ROUTES; AND
REPORTING POINTS

m 1. The authority citation for 14 CFR
Part 71 continues to read as follows:


https://www.archives.gov/federal-register/cfr/ibr-locations.html
https://www.archives.gov/federal-register/cfr/ibr-locations.html
https://www.archives.gov/federal-register/cfr/ibr-locations.html
http://www.faa.gov/air_traffic/publications/airspace_amendments/
http://www.faa.gov/air_traffic/publications/airspace_amendments/
http://www.faa.gov/air_traffic/publications/airspace_amendments/
http://www.regulations.gov
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Authority: 49 U.S.C. 106(f), 106(g), 40103,
40113, 40120; E.O. 10854, 24 FR 9565, 3 CFR,
1959-1963 Comp., p. 389.

§71.1 [Amended]

m 2. The incorporation by reference in
14 CFR 71.1 of FAA Order 7400.11B,
Airspace Designations and Reporting
Points, dated August 3, 2017, and
effective September 15, 2017, is
amended as follows:

Paragraph 6005 Class E Airspace Areas
Extending Upward from 700 feet or More
Above the Surface of the Earth.

* * * * *

AAL AK E5 Badami, AK [Amended]

Badami, Badami Airport, AK

(Lat. 70°08’15” N, long. 147°01’50” W)

That airspace extending upward from 700
feet above the surface within a 6.5-mile
radius of Badami Airport, AK; and that
airspace extending upward from 1,200 feet
above the surface within a 73-mile radius of
Badami Airport, AK, excluding that airspace
extending beyond 12 miles of the shoreline.

Issued in Seattle, Washington, on
September 5, 2018.

Shawn M. Kozica,

Manager, Operations Support Group, Western
Service Center.

[FR Doc. 2018—-19728 Filed 9-12—-18; 8:45 am|
BILLING CODE 4910-13-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 20 and 720
[Docket No. FDA-2018-N-1622]
RIN 0910-AH69

Public Information

AGENCY: Food and Drug Administration,
HHS.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA, we, or Agency) is
proposing to amend its public
information regulations. The proposed
rule will revise the current regulations
to incorporate changes made to the
Freedom of Information Act (FOIA) by
the Openness Promotes Effectiveness in
our National Government Act of 2007
(OPEN Government Act) and the FOIA
Improvement Act of 2016 (FOIA
Improvement Act). Additionally, the
proposed rule will update the current
regulations to reflect changes to the
organization, to make the FOIA process
easier for the public to navigate, and to
make provisions clearer.

DATES: Submit either electronic or
written comments on this proposed rule

by November 13, 2018. See section VI of
this document for the proposed effective
date of a final rule based on this
document.

ADDRESSES: You may submit comments
as follows. Please note that late,
untimely filed comments will not be
considered. Electronic comments must
be submitted on or before November 13,
2018. The https://www.regulations.gov
electronic filing system will accept
comments until midnight Eastern Time
at the end of November 13, 2018.
Comments received by mail/hand
delivery/courier (for written/paper
submissions) will be considered timely
if they are postmarked or the delivery
service acceptance receipt is on or
before that date.

Electronic Submissions

Submit electronic comments in the
following way:

e Federal eRulemaking Portal:
https://www.regulations.gov. Follow the
instructions for submitting comments.
Comments submitted electronically,
including attachments, to https://
www.regulations.gov will be posted to
the docket unchanged. Because your
comment will be made public, you are
solely responsible for ensuring that your
comment does not include any
confidential information that you or a
third party may not wish to be posted,
such as medical information, your or
anyone else’s Social Security number, or
confidential business information, such
as a manufacturing process. Please note
that if you include your name, contact
information, or other information that
identifies you in the body of your
comments, that information will be

posted on https://www.regulations.gov.
¢ If you want to submit a comment

with confidential information that you
do not wish to be made available to the
public submit the comment as a written/
paper submission and in the manner
detailed (see “Written/Paper
Submissions’ and “Instructions.”’)

Written/Paper Submissions

Submit written/paper submissions as

follows:

e Mail/Hand delivery/Courier (for
written/paper submissions): Dockets
Management Staff (HFA-305), Food and
Drug Administration, 5630 Fishers

Lane, Rm. 1061, Rockville, MD 20852.
¢ For written/paper comments

submitted to the Dockets Management
Staff, FDA will post your comment, as
well as any attachments, except for
information submitted, marked and
identified, as confidential, if submitted

as detailed in “Instructions.”
Instructions: All submissions received

must include the Docket No. FDA—
2018-N-1622 for ‘“Public Information;

Proposed Rule.” Received comments,
those received in a timely manner (see
ADDRESSES), will be placed in the docket
and, except for those submitted as
“Confidential Submissions,” publicly
viewable at https://www.regulations.gov
or at the Dockets Management Staff
between 9 a.m. and 4 p.m., Monday
through Friday.

¢ Confidential Submissions—To
submit a comment with confidential
information that you do not wish to be
made publicly available, submit your
comments only as a written/paper
submission. You should submit two
copies total. One copy will include the
information you claim to be confidential
with a heading or cover note that states
“THIS DOCUMENT CONTAINS
CONFIDENTIAL INFORMATION.” The
Agency will review this copy, including
the claimed confidential information, in
its consideration of comments. The
second copy, which will have the
claimed confidential information
redacted/blacked out, will be available
for public viewing and posted on
https://www.regulations.gov. Submit
both copies to the Dockets Management
Staff. If you do not wish your name and
contact information to be made publicly
available, you can provide this
information on the cover sheet and not
in the body of your comments and you
must identify this information as
“confidential.” Any information marked
as “confidential” will not be disclosed
except in accordance with 21 CFR 10.20
and other applicable disclosure law. For
more information about FDA’s posting
of comments to public dockets, see 80
FR 56469, September 18, 2015, or access
the information at: https://www.gpo.gov/
fdsys/pkg/FR-2015-09-18/pdf/2015-
23389.pdf.

Docket: For access to the docket to
read background documents or the
electronic and written/paper comments
received, go to https://
www.regulations.gov and insert the
docket number, found in brackets in the
heading of this document, into the
“Search” box and follow the prompts
and/or go to the Dockets Management
Staff, 5630 Fishers Lane, Rm. 1061,
Rockville, MD 20852.

FOR FURTHER INFORMATION CONTACT:
Sarah B. Kotler, Office of the
Commissioner, Office of the Executive
Secretariat, Food and Drug
Administration, 5630 Fishers Lane, Rm.
1050, Rockville, MD 20857, 301-796—
3900, FDAFOIA@fda.hhs.gov.

SUPPLEMENTARY INFORMATION:
Table of Contents

I. Executive Summary


https://www.gpo.gov/fdsys/pkg/FR-2015-09-18/pdf/2015-23389.pdf
https://www.gpo.gov/fdsys/pkg/FR-2015-09-18/pdf/2015-23389.pdf
https://www.gpo.gov/fdsys/pkg/FR-2015-09-18/pdf/2015-23389.pdf
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
mailto:FDAFOIA@fda.hhs.gov
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A. Purpose of the Proposed Rule
B. Summary of the Major Provisions of the
Proposed Rule
C. Legal Authority
D. Costs and Benefits
II. Table of Abbreviations and Acronyms
Commonly Used Acronyms in This
Document
III. Background
IV. Legal Authority
V. Description of the Proposed Rule
VI. Proposed Effective Date
VII. Economic Analysis of Impacts
VIII. Analysis of Environmental Impact
IX. Paperwork Reduction Act of 1995
X. Federalism
XI. Consultation and Coordination with
Indian Tribal Governments

I. Executive Summary

A. Purpose of the Proposed Rule

FDA is proposing to amend FDA’s
public information regulations. The
regulations are being amended to
incorporate changes made to FOIA by
the OPEN Government Act (Pub. L. 89—
487) and the FOIA Improvement Act
(Pub. L. 114-185). Additionally, the
proposed rule will update the
regulations to reflect changes to the
organization, to make the FOIA process
easier for the public to navigate, and to
make certain provisions clearer. Taken
together, these changes will enhance
transparency for the public with regard
to FDA activities.

B. Summary of the Major Provisions of
the Proposed Rule

The proposed amendments to FDA’s
public information regulations bring the
Agency’s regulations in line with
statutory amendments to the FOIA,
update cross references to other statutes
and parts of the Agency’s regulations,
and clarify certain provisions with
minor editorial updates.

C. Legal Authority

We are proposing these amendments
based on our authority under FOIA (5
U.S.C. 552) and section 701(a) of the
Federal Food, Drug, and Cosmetic Act
(FD&C Act) (21 U.S.C. 371(a)). These
proposed amendments would allow
FDA to more efficiently use our
resources to provide information to the
public.

D. Costs and Benefits

Although FDA is currently
implementing the requirements of the
OPEN Government Act and the FOIA
Improvement Act in FOIA processing as
standard practice, the requirements are
not currently reflected in part 20 (21
CFR part 20). The revisions made by
this proposed rule are intended to
incorporate all current FOIA
requirements into the existing

regulations. Because the Agency has
already adopted many of these
requirements, we anticipate no
additional costs or benefits from this
rulemaking.

II. Table of Abbreviations and
Acronyms Commonly Used in This
Document

A%é?g%tr',g n/ What it means
DFOI .............. Division of Freedom of Infor-
mation.
FOIA .............. Freedom of Information Act.
FOIA Improve- | FOIA Improvement Act of
ment Act. 2016.
OGIS .............. Office of Government Infor-
mation Services.
OPEN Govern- | Openness Promotes Effec-
ment Act. tiveness in our National
Government Act of 2007.

III. Background

The FOIA is a law that gives the
public the right to access information
from the Federal government. There is
a presumption that government records
must be released under FOIA unless
they are subject to one of nine FOIA
exemptions. FDA’s regulations for the
implementation of the FOIA are in part
20. The FOIA Improvement Act
specifically requires Agencies to review
their FOIA regulations and update their
regulations for the disclosure of records
in accordance with its amendments.

IV. Legal Authority

We are proposing these amendments
based on our authority under FOIA (5
U.S.C. 552) and section 701(a) of the
FD&C Act (21 U.S.C. 371(a)). These
proposed amendments would allow
FDA to more efficiently use our
resources to provide information to the
public.

V. Description of the Proposed Rule

We are proposing to amend
provisions of part 20 regarding the
Agency’s public information
regulations. Once effective, the
amendments contained in the proposed
rule would apply to all FOIA requests
currently pending with, or received in
the future by, FDA.

e The proposed amendments to
§20.20 would require FDA to withhold
information under the FOIA only if the
Agency reasonably foresees that
disclosure would harm an interest
protected by an exemption or disclosure
is prohibited by law. The proposed rule
further amends this provision to require
FDA to establish procedures for
identifying records of general interest or
use to the public that are appropriate for
public disclosure, and for posting such

records in a publicly accessible
electronic format. These changes will
promote transparency by reducing the
amount of information that will be
withheld when the Agency has
discretion to determine what will be
withheld under the FOIA exemptions,
and will make release of information
more efficient through the use of
information technology. These
amendments are required by the FOIA
Improvement Act, and are currently part
of FDA’s FOIA policy and procedures.

¢ The proposed amendment to
§ 20.22 would require FDA to indicate
the exemption(s) under which
information has been deleted at the site
of the deletion. This change will inform
requesters of the legal bases under
which information has been withheld
from Agency records, which promotes
transparency. This change is required by
the OPEN Government Act and was
adopted by the Agency for FOIA
processing as of the effective date of the
OPEN Government Act.

e The proposed amendment to
§ 20.26 would require FDA to make
available for public inspection in an
electronic format records that have been
requested three or more times under the
FOIA. This change codifies the long-
standing Department of Justice policy of
federal agencies posting records that
have been requested three or more
times. The purpose of this change is to
proactively release records to the public
without the need for submission of
additional FOIA requests. This change
is required by the FOIA Improvement
Act.

e The proposed amendment to
§ 20.33 would require FDA to offer the
services of their FOIA Public Liaison
and notify requesters of the services
provided by the Office of Government
Information Services (OGIS) when
responding to FOIA requests. This
change provides requesters with
additional avenues for resolving FOIA-
related disputes beyond the appeals
process. This provision is required by
the FOIA Improvement Act.

e The proposed amendment to
§ 20.40 updates the provision to include
reference to the Agency’s online FOIA
submission portal, which has been
online since June 2012.

¢ The proposed amendments to
§ 20.41 would require that when FDA
extends the time limit to respond to
requests by more than 10 additional
working days, FDA must notify the
requester of the right to seek dispute
resolution services from the FOIA
Public Liaison and OGIS. This change
provides requesters with additional
avenues for resolving FOIA-related
disputes beyond the appeals process.
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We further amended the provision to
provide that if a court determines that
exceptional circumstances exist, the
Agency'’s failure to comply with a time
limit shall be excused for the length of
time provided by the court order. These
changes are required by the FOIA
Improvement Act. The revised provision
further clarifies that the Agency may toll
the response period once to seek more
information from the requester, and
more than once (if necessary) to clarify
fee assessments. This revision is
required by the OPEN Government Act.

e The proposed amendment to
§ 20.44 updates the title of the Agency
official making determinations
regarding requests for expedited
processing.

e The proposed amendments to
§ 20.45 would modify the fee schedule
to prohibit the Agency from assessing
fees if the Agency fails to comply with
time limits to respond and there are no
unusual or exceptional circumstances
that apply to the processing of the
request. If unusual circumstances apply,
these amendments establish a process
by which the Agency can work with the
requester to effectively limit the scope
of the request. These changes will
provide an incentive to the Agency to
process requests as efficiently as
possible, and will provide fee relief to
requesters who do not receive FOIA
responses in a timely manner. These
provisions are required by the OPEN
Government Act. Further amendments
to this provision clarify how fees are
calculated.

e The proposed rule amends
§ 20.49(c) to require full and partial
denial letters to include contact
information for the FOIA Public Liaison
and OGIS, and to increase the time for
transmittal of an appeal to 90 business
days. We also made technical revisions
to §20.49(a) to update the position title
of the Agency FOIA Officer, and to
§ 20.49(c) to update the position title of
the person to whom appeals shall be
addressed. These changes provide
requesters with additional avenues for
resolving FOIA-related disputes beyond
the appeals process and provide
requesters with additional time to
decide whether to pursue an appeal.
These amendments are required by the
FOIA Improvement Act.

e The proposed rule amends
§20.61(e)(2) to allow 10 days from the
date of the notice for submitters of trade
secrets or confidential commercial
information to object to disclosure. This
change will bring the Agency in line
with departmental regulations.

e The proposed rule amends § 20.62
to prohibit the application of the
deliberative process privilege of

Exemption 5 of the FOIA to records
created 25 years or more before the date
on which the records were requested.
This change will increase transparency
by requiring the Agency to release
information that could otherwise fall
within the deliberative process privilege
of the Exemption. This amendment is
required by the FOIA Improvement Act.

e The amendment to § 20.82 clarifies
that the discretionary disclosure
standard outlined in that provision will
guide the Agency’s determinations of
whether the Agency reasonably foresees
that a disclosure of information would
harm an interest protected by an
exemption or disclosure is prohibited by
law as required in administering
§20.20.

e The amendment to § 20.85 updates
the statutory references.

e The amendment to § 20.86 clarifies
that the list of proceedings subject to the
provision is not exclusive.

e The amendments to § 20.88 clarify
that the provisions also apply to local
officials and remove references to
position titles that no longer exist.

e The amendments to § 20.89 remove
references to position titles that no
longer exist.

e The amendments to § 20.100 update
the regulatory cross-references.

e The amendment to § 20.120 updates
the contact information for the Agency’s
reading rooms.

e The amendment to 21 CFR 720.8
revises the request for confidentiality of
the identity of a cosmetic ingredient
provision for consistency with FDA’s
disclosure regulation at § 20.29.

VI. Proposed Effective Date

FDA proposes that any final rule that
issues based on this proposal become
effective 30 days after the final rule
publishes in the Federal Register.

VII Preliminary Economic Analysis of
Impacts

We have examined the impacts of the
proposed rule under Executive Order
12866, Executive Order 13563,
Executive Order 13771, the Regulatory
Flexibility Act (5 U.S.C. 601-612), and
the Unfunded Mandates Reform Act of
1995 (Pub. L. 104—4). Executive Orders
12866 and 13563 direct us to assess all
costs and benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). Executive Order
13771 requires that the costs associated
with significant new regulations “‘shall,
to the extent permitted by law, be offset

by the elimination of existing costs
associated with at least two prior
regulations.” We believe that this
proposed rule is not a significant
regulatory action as defined by
Executive Order 12866.

The Regulatory Flexibility Act
requires us to analyze regulatory options
that would minimize any significant
impact of a rule on small entities.
Because the proposed revisions do not
impose any burdens upon FOIA
requesters, including those that might
be small entities, we propose to certify
that the proposed rule will not have a
significant economic impact on a
substantial number of small entities.

The Unfunded Mandates Reform Act
of 1995 (section 202(a)) requires us to
prepare a written statement, which
includes an assessment of anticipated
costs and benefits, before proposing
“any rule that includes any Federal
mandate that may result in the
expenditure by State, local, and tribal
governments, in the aggregate, or by the
private sector, of $100,000,000 or more
(adjusted annually for inflation) in any
one year.” The current threshold after
adjustment for inflation is $150 million,
using the most current (2017) Implicit
Price Deflator for the Gross Domestic
Product. This proposed rule would not
result in an expenditure in any year that
meets or exceeds this amount.

We expect to incur negligible costs
associated with implementing this rule.
These costs result from updating titles
of Agency officials, providing some
additional information to FOIA
requesters, and compiling information
for annual reports. These requirements
would not require more resources from
us because we would perform these
actions as part of our routine practices
for FOIA processing. The proposed rule,
if finalized, would enhance public
access to government information as
required by the FOIA Improvement Act.

VIIIL Analysis of Environmental Impact

We have determined under 21 CFR
25.30(h) that this action is of a type that
does not individually or cumulatively
have a significant effect on the human
environment. Therefore, neither an
environmental assessment nor an
environmental impact statement is
required.

IX. Paperwork Reduction Act of 1995

FDA tentatively concludes that this
proposed rule contains no collection of
information. Therefore, clearance by
OMB under the Paperwork Reduction
Act of 1995 is not required.
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X. Federalism

We have analyzed this proposed rule
in accordance with the principles set
forth in Executive Order 13132. We
have determined that the proposed rule
does not contain policies that have
substantial direct effects on the States,
on the relationship between the
National Government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Accordingly, we
conclude that the proposed rule does
not contain policies that have
federalism implications as defined in
the Executive order and, consequently,
a federalism summary impact statement
is not required.

XI. Consultation and Coordination With
Indian Tribal Governments

We have analyzed this proposed rule
in accordance with the principles set
forth in Executive Order 13175. We
have tentatively concluded that the rule
does not contain policies that would
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.
Accordingly, we conclude that a
tribalism summary impact statement is
not required.

List of Subjects
21 CFR Part 20

Confidential business information,
Courts, Freedom of information,
Government employees.

21 CFR Part 720

Confidential business information,
Cosmetics.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, we propose that 21
CFR parts 20 and 720 be amended as
follows:

PART 20—PUBLIC INFORMATION

m 1. The authority citation for part 20
continues to read as follows:

Authority: 5 U.S.C. 552; 18 U.S.C. 1905; 19
U.S.C. 2531-2582; 21 U.S.C. 321-393, 1401—
1403; 42 U.S.C. 241, 242, 242a, 242], 242n,
243, 262, 263, 263b—263n, 264, 265, 300u—
300u-5, 300aa—1.

m 2. Revise § 20.20 to read as follows:
§20.20 Policy on disclosure of Food and
Drug Administration records.

(a) The Food and Drug Administration
(FDA) will make the fullest possible
disclosure of records to the public,

consistent with the rights of individuals
to privacy, the property rights of
persons in trade secrets and confidential
commercial or financial information,
and the need for the Agency to promote
frank internal policy deliberations and
to pursue its regulatory activities
without disruption.

(b) Except where specifically exempt
pursuant to the provisions of this part,
all FDA records shall be made available
for public disclosure. FDA will make
discretionary disclosures of records or
information exempt from disclosure
under the provisions of this part
whenever disclosure would not
foreseeably harm an interest protected
by an exemption pursuant to this part.
This provision does not require
disclosure of information that is
prohibited from disclosure by law.

(c) In accordance with the FOIA
Improvement Act of 2016 (Pub. L. 114—
185), FDA will establish procedures for
identifying records of general interest or
use to the public that are appropriate for
public disclosure, and for posting and
indexing such records in a publicly
accessible electronic format.

(d) Except as provided in paragraph
(e) of this section, all nonexempt
records shall be made available for
public disclosure upon request
regardless of whether any justification
or need for such records have been
shown.

(e) “Record” and any other term used
in this section in reference to
information includes any information
that would be an Agency record subject
to the requirements of this part when
maintained by the Agency in any
format, including an electronic format.
m 3.In § 20.22, add paragraph (b)(3) to
read as follows:

§20.22 Partial disclosure of records.

* * * * *

(b) * % %

(3) The exemption(s) under which the
information has been deleted shall be
noted at the site of the deletion.

m 4.In § 20.26, revise the section
heading and paragraph (a)(4) to read as
follows:

§20.26 Electronic availability and indexes
of certain records.

(El] EE

(4) Records that have been released to
any person in response to a Freedom of
Information request and that the Agency
has determined have become, or are
likely to become, the subject of
subsequent requests for substantially the
same records or that have been

requested three or more times.
* * * * *

m 5.In § 20.33, add paragraph (c) to read
as follows:

§20.33 Form or format of response.

(c) Response letters shall contain
contact information for the FOIA Public
Liaison and the Office of Government
Information Services as required by the
FOIA Improvement Act of 2016 (Pub. L.
114-185).

m 6. In § 20.40, revise paragraph (a) to
read as follows:

§20.40 Filing a request for records.

(a) All requests for Food and Drug
Administration records shall be made in
writing by mailing or delivering the
request to the Freedom of Information
Staff at the address on the Agency’s
website at https://www.fda.gov or by
faxing it to the fax number listed on the
Agency’s website at https://
www.fda.gov, or by submission through
the Agency’s online FOIA submission
portal at https://www.fda.gov. All
requests must contain the postal address
and telephone number of the requester
and the name of the person responsible
for payment of any fees that may be
charged.

* * * * *

m 7.In § 20.41, revise paragraphs
(b)(3)(1)(A) and (b)(4), and add
paragraphs (b)(5) and (d) to read as
follows:

§20.41 Time limitations.
* * * * *
(b) L

(3)(@) * * *

(A) The Agency may provide for an
extension of up to 10 working days by
providing written notice to the requester
setting out the reasons for the extension
and the date by which a determination
is expected to be sent. In the written
notice, the Agency will inform the
requester of the right to contact the
Freedom of Information Act Public
Liaison and to seek dispute resolution
services from the Office of Government

Information Services.
* * * * *

(4) The Agency may contact the
requester for clarification about the
request or regarding fee assessment. The
Agency may toll the 20-day period as
follows:

(i) One time while it is awaiting a
response from the requester regarding
clarification that it has reasonably
requested from the requester; and

(ii) One or more times while the
Agency is awaiting a response from the
requester regarding fee assessment.

(5) If any record is denied, the letter
shall state the right of the person
requesting such records to appeal any
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adverse determination to the Deputy
Agency Chief Freedom of Information
Act Officer, Department of Health and
Human Services, in accordance with the
provisions of 45 CFR 5.62.

* * * * *

(d) If a court determines that
exceptional circumstances exist, as
defined by the Freedom of Information
Act, the Agency’s failure to comply with
a time limit shall be excused for the
length of time provided by the court
order.

m 8.In § 20.44, revise paragraph (e) to
read as follows:

§20.44 Expedited processing.

(e) The Director, Division of Freedom
of Information, (or Delegatee) will
determine whether to grant a request for
expedited processing within 10 days of
receipt by the Division of Freedom of
Information of all information required
to make a decision.

* * * * *

m 9.In § 20.45, revise paragraphs (a)(1)
through (3), add paragraph (b)(7), and
revise paragraphs (c)(1) and (2) to read
as follows:

§20.45 Fees to be charged.

(a) * *x %

(1) Commercial use request. If the
request is for a commercial use, the
Food and Drug Administration will
charge for the costs of search, review,
and duplication. The Agency shall not
assess search fees if the Agency fails to
comply with any time limit, as
described in § 20.41, if no unusual or
exceptional circumstances apply to the
processing of the request. If unusual
circumstances, as outlined in § 20.41,
apply and more than 5,000 pages are
necessary to respond to the request, the
Food and Drug Administration may
charge search fees if timely written
notice has been made to the requester
and the Agency has discussed with the
requester via written mail, electronic
mail, or telephone (or made not less
than three good-faith attempts to do so)
how the requester could effectively limit
the scope of the request.

(2) Educational and scientific
institutions and news media. If the
request is from an educational
institution or a noncommercial
scientific institution, operated primarily
for scholarly or scientific research, or a
representative of the news media, and
the request is not for a commercial use,
the Food and Drug Administration will
charge only for the duplication of
documents. Also, the Food and Drug
Administration will not charge the
copying costs for the first 100 pages of
duplication (or its cost equivalent of

other media). The Agency shall not
assess duplication fees if the Agency
fails to comply with any time limit, as
described in § 20.41, if no unusual or
exceptional circumstances apply to the
processing of the request. If unusual
circumstances, as outlined in § 20.41,
apply and more than 5,000 pages are
necessary to respond to the request, the
Food and Drug Administration may
charge duplication fees if timely written
notice has been made to the requester
and the Agency has discussed with the
requester via written mail, electronic
mail, or telephone (or made not less
than three good-faith attempts to do so)
how the requester could effectively limit
the scope of the request.

(3) Other requests. If the request is not
the kind described in paragraph (a)(1) or
(2) of this section, then the Food and
Drug Administration will charge only
for the search and the duplication. Also,
the Food and Drug Administration will
not charge for the first 2 hours of search
time or for the copying costs of the first
100 pages of duplication (or the cost
equivalent of other media). The Agency
shall not assess search fees if the
Agency fails to comply with any time
limit, as described in § 20.41, if no
unusual or exceptional circumstances
apply to the processing of the request.

If unusual circumstances, as outlined in
§20.41, apply and more than 5,000
pages are necessary to respond to the
request, the Food and Drug
Administration may charge search fees
if timely written notice has been made
to the requester and the Agency has
discussed with the requester via written
mail, electronic mail, or telephone (or
made not less than three good-faith
attempts to do so) how the requester
could effectively limit the scope of the

request.
* * * * *

(b) * % %

(7) Requesters may contact Agency
Freedom of Information Act staff or the
Freedom of Information Act Public
Liaison to assist in reformulating a
request to meet their needs at lower
cost.

* * * * *

(C] * *x *

(1) Manual searching for or reviewing
of records. When the search or review
is performed by employees at grade GS—
1 through GS-8 (or equivalent), an
hourly rate based on the salary of a GS—
5, step 7, employee; when done by a
GS—-9 through GS—14 (or equivalent), an
hourly rate based on the salary of a GS—
12, step 4, employee; and when done by
a GS-15 or above (or equivalent), an
hourly rate based on the salary of a GS—
15, step 7, employee. In each case, the

hourly rate will be computed by taking
the current hourly rate for the specified
grade and step in the General Schedule
Locality Pay Table for the Locality of
Washington-Baltimore-Northern
Virginia, DC-MD-VA-WV-PA, adding
16 percent of that rate to cover benefits,
and rounding to the nearest whole
dollar. When a search involves
employees at more than one of these
levels, the Food and Drug
Administration will charge the rate
appropriate for each.

(2) Electronic searching. Charges for
the time spent by the operator to search
the computer, database or network,
including development of any
specialized programming required to
perform the search, at the rate given in
paragraph (c)(1) of this section plus the
cost of any materials.

* * * * *

m 10. In § 20.49, revise paragraphs (a)

and (c) and remove paragraph (d).
The revisions read as follows:

§20.49 Denial of a request for records.

(a) A denial of a request for records,
in whole or in part, shall be signed by
the Director, Division of Freedom of
Information, or other official who has
been delegated the authority to release
or withhold records.

* * * * *

(c) A letter denying a request for
records, in whole or in part, shall state
the reasons for the denial and shall state
that an appeal may be transmitted to the
Deputy Agency Chief Freedom of
Information Act Officer, Department of
Health and Human Services, within 90
calendar days from the date of the
adverse determination, in accordance
with 45 CFR 5.61. The Agency will also
make a reasonable effort to include in
the letter an estimate of the volume of
the records denied, unless providing
such an estimate would harm an interest
protected by an exemption under the
Freedom of Information Act. This
estimate will ordinarily be provided in
terms of the approximate number of
pages or some other reasonable measure.
This estimate will not be provided if the
volume of records denied is otherwise
indicated through deletions on records
disclosed in part. The letter will also
include contact information for the
Freedom of Information Act Public
Liaison and the Office of Government
Information Services.

m 11.In § 20.61, revise paragraph (e)(2)
to read as follows:

§20.61 Trade secrets and commercial or
financial information which is privileged or
confidential.

* * * * *

(e)* EE
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(2) The submitter has 10 working days
from the date of the notice to object to
disclosure of any part of the records and
to state all bases for its objections.
Division of Freedom of Information may
extend this period as appropriate and

necessary.
* * * * *

m 12. Revise § 20.62 to read as follows:

§20.62 Inter- or intra-agency memoranda
or letters.

Inter-agency or intra-agency
memoranda or letters that would not be
available by law to a party other than an
Agency in litigation with the Food and
Drug Administration may be withheld
from public disclosure except that
factual information that is reasonably
segregable in accordance with the rule
established in § 20.22 is available for
public disclosure. The deliberative
process privilege shall not apply to
records created 25 years or more before
the date on which the records were
requested.

m 13.In § 20.82, revise paragraph (a) to
read as follows:

§20.82 Discretionary disclosure by the
Commissioner.

(a) Except as provided in paragraph
(b) of this section, the Commaissioner
may, in his or her discretion, disclose
part or all of any Food and Drug
Administration (FDA) record that is
otherwise exempt from disclosure
pursuant to subpart D of this part. As set
forth in §20.20(b) FDA shall make
discretionary disclosures of records or
information exempt from disclosure
under the provisions of this part
whenever disclosure would not
foreseeably harm an interest protected
by an exemption pursuant to this part.
Specifically, FDA shall exercise its
discretion to disclose such records
whenever it determines that such
disclosure is in the public interest, will
promote the objectives of the Freedom
of Information Act and the Agency, and
is consistent with the rights of
individuals to privacy, the property
rights of persons in trade secrets, and
the need for the Agency to promote
frank internal policy deliberations and
to pursue its regulatory activities

without disruption.
* * * * *

W 14. Revise § 20.85 to read as follows:

§20.85 Disclosure to other Federal
government departments and agencies.

Any Food and Drug Administration
(FDA) record otherwise exempt from
public disclosure may be disclosed to
other Federal government departments
and agencies, except that trade secrets
and confidential commercial or

financial information prohibited from
disclosure by 21 U.S.C. 331(j), 21 U.S.C.
360j(c), 21 U.S.C. 36011(d), 21 U.S.C.
360nn(e) and 21 U.S.C. 387f(c) may be
released only as provided by those
sections. Any disclosure under this
section shall be pursuant to a written
agreement that the record shall not be
further disclosed by the other
department or Agency except with the
written permission of the FDA.

m 15. Revise § 20.86 to read as follows:

§20.86 Disclosure in administrative or
court proceedings.

Data and information otherwise
exempt from public disclosure may be
revealed in Food and Drug
Administration (FDA) administrative
proceedings, such as those pursuant to
parts 10, 12, 13, 14, 15, 17, and 19 of
this chapter or court proceedings, where
data or information are relevant. The
FDA will take appropriate measures, or
request that appropriate measures be
taken, to reduce disclosure to the
minimum necessary under the
circumstances.

m 16. In § 20.88, revise paragraphs (d)(1)
introductory text, (d)(1)(i), (d)(1)(ii)(B)
and (C), (d)(2), and (e)(1) and (3) to read
as follows:

§20.88 Communications with State and
local government officials.
* * * * *

(d)(1) The Commissioner of Food and
Drugs, or any other officer or employee
of the Food and Drug Administration
whom the Commissioner may designate
to act on his or her behalf for the
purpose, may authorize the disclosure
of confidential commercial information
submitted to the Food and Drug
Administration, or incorporated into
Agency-prepared records, to State and
local government officials as part of
cooperative law enforcement or
regulatory efforts, provided that:

(i) The State or local government
agency has provided both a written
statement establishing its authority to
protect confidential commercial
information from public disclosure and
a written commitment not to disclose
any such information provided without
the written permission of the sponsor or
written confirmation by the Food and
Drug Administration that the
information no longer has confidential
status; and

(ii) I

(B) Disclosure would be in the interest
of public health by reason of the State
or local government’s possessing
information concerning the safety,
effectiveness, or quality of a product or
information concerning an
investigation, or by reason of the State

or local government being able to
exercise its regulatory authority more
expeditiously than the Food and Drug
Administration; or

(C) The disclosure is to a State or local
government scientist visiting the Food
and Drug Administration on the
Agency’s premises as part of a joint
review or long-term cooperative training
effort authorized under section 708 of
the Federal Food, Drug, and Cosmetic
Act, the review is in the interest of
public health, the Food and Drug
Administration retains physical control
over the information, the Food and Drug
Administration requires the visiting
State or local government scientist to
sign a written commitment to protect
the confidentiality of the information,
and the visiting State or local
government scientist provides a written
assurance that he or she has no financial
interest in the regulated industry of the
type that would preclude participation
in the review of the matter if the
individual were subject to the conflict of
interest rules applicable to the Food and
Drug Administration advisory
committee members under § 14.80(b)(1)
of this chapter. Subject to all the
foregoing conditions, a visiting State or
local government scientist may have
access to trade secret information,
entitled to protection under section
301(j) of the Federal Food, Drug, and
Cosmetic Act, in those cases where such
disclosures would be a necessary part of
the joint review or training.

(2) Except as provided under
paragraph (d)(1)(ii)(C) of this section,
this provision does not authorize the
disclosure to State and local government
officials of trade secret information
concerning manufacturing methods and
processes prohibited from disclosure by
section 301(j) of the Federal Food, Drug,
and Cosmetic Act, unless pursuant to an
express written authorization provided

by the submitter of the information.
* * * * *

(e)(1) The Commissioner of Food and
Drugs, or any other officer or employee
of the Food and Drug Administration
whom the Commissioner may designate
to act on his or her behalf for the
purpose, may authorize the disclosure
to, or receipt from, an official of a State
or local government agency of
nonpublic, predecisional documents
concerning the Food and Drug
Administration’s or the other
government agency’s regulations or
other regulatory requirements, or other
nonpublic information relevant to either
agency'’s activities, as part of efforts to
improve Federal-State and/or Federal-
local uniformity, cooperative regulatory
activities, or implementation of Federal-
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State and/or Federal-local agreements,
provided that:

(i) The State or local government
agency has the authority to protect such
nonpublic documents from public
disclosure and will not disclose any
such documents provided without the
written confirmation by the Food and
Drug Administration that the documents
no longer have nonpublic status; and

(ii) The Commissioner or his or her
designee makes the determination that
the exchange is reasonably necessary to
improve Federal-State and/or Federal-
local uniformity, cooperative regulatory
activities, or implementation of Federal-
State and/or Federal-local agreements.

* * * * *

(3) For purposes of this paragraph, the
term official of a State or local
government agency includes, but is not
limited to, an agent contracted by the
State or local government, and an
employee of an organization of State or
local officials having responsibility to
facilitate harmonization of State or local
standards and requirements in the Food
and Drug Administration’s areas of
responsibility. For such officials, the
statement and commitment required by
paragraph (e)(1)(i) of this section shall
be provided by both the organization
and the individual.

m 17.In § 20.89, revise paragraph (d) to
read as follows:

§20.89 Communications with foreign
government officials.
* * * * *

(d)(1) The Commissioner of Food and
Drugs, or any other officer or employee
of the Food and Drug Administration
whom the Commissioner may designate
to act on his or her behalf for the
purpose, may authorize the disclosure
to, or receipt from, an official of a
foreign government agency of
nonpublic, predecisional documents
concerning the Food and Drug
Administration’s or the other
government agency’s regulations or
other regulatory requirements, or other
nonpublic information relevant to either
agency'’s activities, as part of
cooperative efforts to facilitate global
harmonization of regulatory
requirements, cooperative regulatory
activities, or implementation of
international agreements, provided that:

(i) The foreign government agency has
the authority to protect such nonpublic
documents from public disclosure and
will not disclose any such documents
provided without the written
confirmation by the Food and Drug
Administration that the documents no
longer have nonpublic status; and

(i1) The Commissioner or his or her
designee makes the determination that

the exchange is reasonably necessary to
facilitate global harmonization of
regulatory requirements, cooperative
regulatory activities, or implementation
of international agreements.

(2) Any exchange under this section
of nonpublic documents does not
invoke the rule established in §20.21
that such records shall be made

available to all members of the public.

m 18.In § 20.100, revise paragraph
(c)(6), remove and reserve paragraphs
(c)(20) and (21), and add paragraphs
(c)(47) through (51).

The revision and additions read as
follows:

§20.100 Applicability; cross-reference to
other regulations.
* * * * *

(C] * *x *

(6) Information on thermal processing
of low-acid foods packaged in
hermetically sealed containers, in
§§108.25(k) and 108.35(]) of this
chapter.

* * * * *

(47) Status reports of postmarketing
study commitments in
§§314.81(b)(2)(vii)(b) and 601.70(e) of
this chapter.

(48) Postmarket notification relating
to shortages in § 600.82 of this chapter.

(49) Postmarket notification relating
to shortages in §§ 310.306 and 314.81 of
this chapter.

(50) Minor Species/Minor Use
designation, in § 516.52 of this chapter.

(51) Minor Species drug index listing,
in §516.171 of this chapter.

m 19. In § 20.120, revise paragraph (a) to
read as follows: § 20.120 Records
available in Food and Drug
Administration Public Reading Rooms.

(a) The Freedom of Information Staff
and the Dockets Management Staff
Public Reading Room are located at the
same address. Both are located in Rm.
1061, 5630 Fishers Lane, Rockville, MD
20852. The telephone number for the
Docket Management Staff is 240—-402—
7500; the telephone number for the
Freedom of Information Staff’s Public
Reading Room is located at the address
on the Agency’s website at https://
www.fda.gov. Both public reading rooms
are open from 9 a.m. to 4 p.m., Monday
through Friday, excluding legal public
holidays.

* * * * *

PART 720—VOLUNTARY FILING OF
COSMETIC PRODUCT INGREDIENT
COMPOSITION STATEMENTS

m 20. The authority citation for part 720
continues to read as follows:

Authority: 21 U.S.C. 321, 331, 361, 362,
371, 374.

m 21.In § 720.8, revise paragraphs (e)
and (g) to read as follows:

§720.8 Confidentiality of statements.

* * * * *

(e) If, after receiving all of the data
that are necessary to make a
determination about whether the
identity of an ingredient is a trade
secret, FDA tentatively decides to deny
the request, the Agency will inform the
person requesting trade secrecy of its
tentative determination in writing. FDA
will set forth the grounds upon which
it relied in making this tentative
determination. The petitioner may
submit, within 60 days from the date of
receipt of the written notice of the
tentative denial, additional relevant
information and arguments and request
that the Agency reconsider its decision
in light of both the additional material
and the information that it originally
submitted.

* * * * *

(g) A final determination that an
ingredient is not a trade secret within
the meaning of § 20.61 of this chapter
constitutes final Agency action that is
subject to judicial review under 5 U.S.C.
Chapter 7. If suit is brought within 30
calendar days after such a
determination, FDA will not disclose
the records involved or require that the
disputed ingredient or ingredients be
disclosed in labeling until the matter is
finally determined in the courts. If suit
is not brought within 30 calendar days
after a final determination that an
ingredient is not a trade secret within
the meaning of § 20.61 of this chapter,
the records involved will be available
for public disclosure in accordance with
part 20 of this chapter.

Dated: September 7, 2018.
Scott Gottlieb,
Commissioner of Food and Drugs.
[FR Doc. 2018-19864 Filed 9-12-18; 8:45 am|]
BILLING CODE 4164-01-P
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 807, 812, and 814
[Docket No. FDA-2018-N-0628]
RIN 0910-AH48

Medical Device Submissions:
Amending Premarket Regulations That
Require Multiple Copies and Specify
Paper Copies To Be Allowed in
Electronic Format

AGENCY: Food and Drug Administration,
HHS.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA, Agency, or we) is
proposing to amend requirements for
medical device premarket submissions
to remove paper and multiple copies
and replace them with requirements for

a single submission in electronic format.

If finalized, this action would reduce
the number of copies in electronic
format required, thus improving and
making more efficient the FDA’s
premarket submission program for
medical devices. This action is part of
FDA’s implementation of Executive
Orders (EOs) 13771 and 13777. Under
these EOs, FDA is comprehensively
reviewing existing regulations to
identify opportunities for repeal,
replacement, or modification that will
result in meaningful burden reduction
while allowing the Agency to achieve
our public health mission and fulfill
statutory obligations.

DATES: Submit either electronic or
written comments on this proposed rule
by December 12, 2018.

ADDRESSES: You may submit comments
as follows. Please note that late,
untimely filed comments will not be
considered. Electronic comments must
be submitted on or before December 12,
2018. The https://www.regulations.gov
electronic filing system will accept
comments until midnight Eastern Time
at the end of December 12, 2018.
Comments received by mail/hand
delivery/courier (for written/paper
submissions) will be considered timely
if they are postmarked or the delivery
service acceptance receipt is on or
before that date.

Electronic Submissions

Submit electronic comments in the
following way:

e Federal eRulemaking Portal:
https://www.regulations.gov. Follow the
instructions for submitting comments.
Comments submitted electronically,

including attachments, to https://
www.regulations.gov will be posted to
the docket unchanged. Because your
comment will be made public, you are
solely responsible for ensuring that your
comment does not include any
confidential information that you or a
third party may not wish to be posted,
such as medical information, your or
anyone else’s Social Security number, or
confidential business information, such
as a manufacturing process. Please note
that if you include your name, contact
information, or other information that
identifies you in the body of your
comments, that information will be
posted on https://www.regulations.gov.
e If you want to submit a comment
with confidential information that you
do not wish to be made available to the
public, submit the comment as a
written/paper submission and in the
manner detailed (see “Written/Paper
Submissions” and ‘“‘Instructions”).

Written/Paper Submissions

Submit written/paper submissions as
follows:

e Mail/Hand delivery/Courier (for
written/paper submissions): Dockets
Management Staff (HFA-305), Food and
Drug Administration, 5630 Fishers
Lane, Rm. 1061, Rockville, MD 20852.

o For written/paper comments
submitted to the Dockets Management
Staff, FDA will post your comment, as
well as any attachments, except for
information submitted, marked and
identified, as confidential, if submitted
as detailed in “Instructions.”

Instructions: All submissions received
must include the Docket No. FDA—
2018-N-0628 for “Medical Device
Submissions: Amending Premarket
Regulations that Require Multiple
Copies and Specify Paper Copies to be
Allowed in Electronic Format.”
Received comments, those filed in a
timely manner (see ADDRESSES), will be
placed in the docket and, except for
those submitted as ““Confidential
Submissions,” publicly viewable at
https://www.regulations.gov or at the
Dockets Management Staff between 9
a.m. and 4 p.m., Monday through
Friday.

¢ Confidential Submissions—To
submit a comment with confidential
information that you do not wish to be
made publicly available, submit your
comments only as a written/paper
submission. You should submit two
copies total. One copy will include the
information you claim to be confidential
with a heading or cover note that states
“THIS DOCUMENT CONTAINS
CONFIDENTIAL INFORMATION.” The
Agency will review this copy, including
the claimed confidential information, in

its consideration of comments. The
second copy, which will have the
claimed confidential information
redacted/blacked out, will be available
for public viewing and posted on
https://www.regulations.gov. Submit
both copies to the Dockets Management
Staff. If you do not wish your name and
contact information to be made publicly
available, you can provide this
information on the cover sheet and not
in the body of your comments and you
must identify this information as
“confidential.” Any information marked
as “‘confidential” will not be disclosed
except in accordance with 21 CFR 10.20
and other applicable disclosure law. For
more information about FDA’s posting
of comments to public dockets, see 80
FR 56469, September 18, 2015, or access
the information at: https://www.gpo.gov/
fdsys/pkg/FR-2015-09-18/pdf/2015-
23389.pdf.

Docket: For access to the docket to
read background documents or the
electronic and written/paper comments
received, go to https://
www.regulations.gov and insert the
docket number, found in brackets in the
heading of this document, into the
“Search” box and follow the prompts
and/or go to the Dockets Management
Staff, 5630 Fishers Lane, Rm. 1061,
Rockville, MD 20852.

FOR FURTHER INFORMATION CONTACT:
Diane Garcia, Center for Devices and
Radiological Health, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 66, Rm. 5424, Silver Spring,
MD 20993, 301-796—6559, email:
Diane.Garcia@fda.hhs.gov.
SUPPLEMENTARY INFORMATION:
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I. Executive Summary

This proposed rule would amend
regulations on medical device
premarket submissions to remove
requirements for paper and multiple
copies and replace them with
requirements for a single submission in
electronic format to improve the FDA’s
premarket submission program for
medical devices and to create a more
efficient submission program. Because a
medical device premarket submission in
electronic format is easily reproducible,
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and the requirement for multiple copies,
whether in electronic format or paper
form, is no longer necessary, FDA
believes it is beneficial to the public to
limit any burden and expense to
submitters caused by requiring
additional copies.

II. Background

On February 24, 2017,E.0. 13777,
“Enforcing the Regulatory Reform
Agenda” (https://www.gpo.gov/fdsys/
pkg/FR-2017-03-01/pdf/2017-04107.pdf,
82 FR 12285 (March 1, 2017)) was
issued. One of the provisions in the E.O.
requires Agencies to evaluate existing
regulations and make recommendations
to the Agency head regarding their
repeal, replacement, or modification,
consistent with applicable law. As part
of this initiative, FDA is updating
regulations as specified in this proposed
rule.

FDA'’s current medical device
regulations that require multiple copies
and paper submissions predate the
authority provided to FDA in the
Federal Food, Drug, and Cosmetic Act
(FD&C Act) to require electronic
submissions (see 21 CFR parts 807, 812,
and 814 and section 745A of the FD&C
Act (21 U.S.C. 379k-1)).

The FD&C Act was amended by the
Food and Drug Administration Safety
and Innovation Act (FDASIA) (Pub. L.
112—144) (see section 745A(b) of the
FD&C Act and section 1136 of FDASIA).
The amendments in FDASIA provided
that after FDA issued guidance on the
submission of electronic copies
(eCopies), the submission of eCopies
will be required for presubmissions and
submissions and any supplements to
these presubmissions and submissions
for medical devices. (For sections
requiring submission, see sections
510(k), 513(f)(2)(A), 515(c), (d) and (f),
520(g) and (m), or 564 of the FD&C Act
(21 U.S.C. 360(k), 360c(f)(2)(A), 360e(c),
(d) and (f), 360j(g) and (m), and 360bbb—
3 or section 351 of the Public Health
Service Act (42 U.S.C. 262).) Congress
granted explicit statutory authorization
to FDA to implement eCopy
requirements by providing through
guidance the standards and criteria for
waivers and exemptions (section
745(b)(1) and (2) of the FD&C Act).

On January 2, 2013, FDA published
the guidance entitled “eCopy Program
for Medical Device Submissions”
(eCopy guidance). The issuance of the
eCopy guidance marked the beginning
of the eCopy program. The 2013
guidance was superseded by an updated
guidance of the same title issued on
December 3, 2015. The eCopy guidance
recommends that one paper copy
should be submitted, and that any

additional copies required under the
regulations be submitted as eCopies.
While the eCopy guidance does not
change the overall number of copies
required for any submission, the
guidance states that eCopies should be
provided in lieu of some of the paper
copies. The guidance also outlines other
requirements for eCopies. The eCopy
guidance provides instructions for the
processing and technical standards for
eCopies based on FDA’s experience
with the program (Ref. 1).

In 2017, the FD&C Act was amended
by the FDA Reauthorization Act of 2017
(FDARA) (Pub. L. 115-52) (see section
745A(b) of the FD&C Act and section
207 of FDARA). The amended
provisions in the FD&C Act require
presubmissions and submissions, any
supplements to such presubmissions or
submissions for devices, and any
appeals of action taken with respect to
such presubmissions or submissions,
including devices under the Public
Health Service Act to be submitted
solely in electronic format as specified
by FDA in guidance (section 745A(b)(3)
of the FD&C Act).

III. Legal Authority

FDA is issuing this proposed rule
from the same authority under which
FDA initially issued these regulations:
21 U.S.C. 321, 331, 351, 352, 353, 355,
360, 360h—360j, 360c—360j, 371, 372,
373, 374, 375, 379, 379e, 381, 382, 393;
42 U.S.C. 216, 241, 262, 263b—263n,
264, 271. In addition, section 745A of
the FD&C Act and section 207 of
FDARA provide FDA authority with
respect to electronic format for
submissions and any appeals, and
section 701(a) of the FD&C Act (21
U.S.C. 371(a)) grants FDA general
rulemaking authority to issue
regulations for the efficient enforcement
of the FD&GC Act.

IV. Description of the Proposed Rule

We are proposing to revise FDA’s
regulations for devices to remove the
requirements for multiple copies of
submissions and to instead require one
electronic version. The affected
submissions include premarket
notification submissions (510(k)
submissions) (21 CFR 807.90), including
confidentiality of information
certification (21 CFR 807.95);
investigational device exemption
applications (21 CFR 812.20); premarket
approval applications (PMA) (21 CFR
814.20), including PMA supplements
(21 CFR 814.39); and humanitarian
device exemption applications (21 CFR
814.104). This proposed rule also affects
submissions for Center for Biologics

Evaluation and Research (CBER)
regulated devices.

Another amendment that the
proposed rule will make, if finalized, is
to the sections of the regulations that
identify FDA’s mailing addresses for
submissions. Current regulations
include specific mailing addresses for
submissions. If a mailing address needs
to be updated, this necessitates an
amendment to the regulations to update
that address. A simpler and more
efficient means of providing current
mailing addresses is to create a website
that can list current mailing addresses.
Any changes to mailing addresses can
be added to the website without the
need for an amendment to the
regulations. This proposed rule will
amend the regulations to remove the
mailing addresses for submissions and
replace those addresses with a website
address for the Center for Devices and
Radiological Health (CDRH) and CBER.

The submission of an eCopy is
separate and distinct from FDA’s
electronic submission programs
(eSubmitter), which include the
Electronic Submission Gateway (ESG)
and CDRH’s 510(k) eSubmissions Pilot
Program (79 FR 24732, May 1, 2014).
Nevertheless, FDA considers both to be
submissions in electronic format. While
eCopy provides for submissions to be in
electronic format, the eCopy
submissions must still be mailed to
FDA. By contrast, eSubmitter allows for
electronic submissions to be transmitted
over the internet. FDA has been moving
toward transforming all regulatory
submissions from mailed copies to
electronic means via the internet. Since
January 1999, FDA has accepted
voluntary electronic submissions
through eSubmitter. FDA presently
utilizes the ESG for the receipt and
processing of many types of electronic
regulatory submissions (Ref. 2). FDA
considers eCopies, submissions copied
to a CD, DVD, or flash drive and mailed
to FDA, and eSubmissions, to be
submissions in electronic format.

These changes are intended to
improve the efficiency of the review
process by allowing immediate
availability of an electronic version for
review, rather than relying solely on the
paper version. Because a submission in
electronic format is easily reproducible,
the requir