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Presidential Documents

Title 3—

The President

[FR Doc. 2015-10501
Filed 5-1-15; 8:45 am]
Billing code 4710-10

Memorandum of April 16, 2015

Delegation of Authority To Transfer Certain Funds in Ac-
cordance With Section 610 of the Foreign Assistance Act of
1961, as Amended

Memorandum for the Secretary of State

By the authority vested in me as President by the Constitution and the
laws of the United States of America, including section 610 of the Foreign
Assistance Act of 1961, as amended (FAA) and section 301 of title 3,
United States Code, I hereby delegate to you the authority, subject to fulfilling
the requirements of section 652 of the FAA and section 7009(d) of the
Department of State, Foreign Operations, and Related Programs Appropria-
tions Act, 2014 (Division K, Public Law 113-76), to make the determination
necessary for and to execute the transfer of $12.15 million in the Fiscal
Year 2014 Nonproliferation, Antiterrorism, Demining, and Related Programs
account to the Economic Support Funds account for programs to counter
violent extremism.

You are authorized and directed to publish this memorandum in the Federal
Register.

THE WHITE HOUSE,
Washington, April 16, 2015
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FEDERAL HOUSING FINANCE
AGENCY

12 CFR Part 1207

RIN 2590-AA67

Minority and Women Inclusion
Amendments

AGENCY: Federal Housing Finance
Agency.
ACTION: Final rule.

SUMMARY: The Federal Housing Finance
Agency (FHFA) is adopting a final rule
to amend its regulation on minority and
women inclusion by requiring the
Federal Home Loan Banks (Banks) and
the Office of Finance to include in the
contents of their annual reports certain
demographic information related to
their boards of directors as well as a
description of their related outreach
activities during the reporting year.
DATES: This rule is effective July 6,
2015.

FOR FURTHER INFORMATION CONTACT:
Sharron P.A. Levine, Director, Office of
Minority and Women Inclusion,
Sharron.Levine@fhfa.gov, (202) 649—
3496; or Eric Howard, Deputy Director,
Office of Minority and Women
Inclusion, Eric. Howard@fhfa.gov, (202)
649-3009; or Karen Lambert, Associate
General Counsel, Karen.Lambert@
fhfa.gov, (202) 649-3094 (not toll-free
numbers), Federal Housing Finance
Agency, 400 Seventh Street SW.,
Washington, DC 20024. The telephone
number for the Telecommunications
Device for the Hearing Impaired is (800)
877—-8339.

SUPPLEMENTARY INFORMATION:

I. Background

A. General

Effective July 30, 2008, the Housing
and Economic Recovery Act of 2008
(HERA), Public Law 110-289, amended
the Federal Housing Enterprises

Financial Safety and Soundness Act of
1992 (12 U.S.C. 4501 et seq.) (Safety and
Soundness Act) to establish FHFA as an
independent agency of the Federal
government. HERA transferred the
supervisory and oversight
responsibilities of the Office of Federal
Housing Enterprise Oversight over the
Federal National Mortgage Association
(Fannie Mae), the Federal Home Loan
Mortgage Corporation (Freddie Mac)
(collectively, Enterprises), and of the
Federal Housing Finance Board over the
Banks and the Bank System’s Office of
Finance to FHFA. The Enterprises and
the Banks are collectively referred to as
the regulated entities.

The Safety and Soundness Act
provides that FHFA is headed by a
Director with general supervisory and
regulatory authority over the regulated
entities. FHFA is charged, among other
things, with overseeing the prudential
operations of the regulated entities.
FHFA is also charged with ensuring that
the regulated entities: Operate in a safe
and sound manner including
maintenance of adequate capital and
internal controls; foster liquid, efficient,
competitive, and resilient national
housing finance markets; comply with
the Safety and Soundness Act and the
respective authorizing statutes of the
regulated entities; carry out their
missions through activities authorized
and consistent with the Safety and
Soundness Act and their authorizing
statutes; and engage in activities and
operations that are consistent with the
public interest.?

B. Office of Minority and Women
Inclusion

i. Statutory Requirements

Section 1116 of HERA amended
section 1319A of the Safety and
Soundness Act, 12 U.S.C. 4520, to
require, in part, that the regulated
entities establish an Office of Minority
and Women Inclusion (OMWI) or
designate an office responsible for
carrying out the responsibilities of
OMWI. That office is responsible for:
All matters relating to diversity in the
entity’s management, employment, and
business activities; the development and
implementation of standards and
procedures to promote diversity in all
business and activities of the regulated
entity; and the submission of an annual

1Section 1102 of HERA, 122 Stat. 2663 and 2664.

report to FHFA detailing the actions
taken to promote diversity and
inclusion. Furthermore, 12 U.S.C.
1833e, and Executive Order 11478,
require FHFA and the regulated entities
to promote equal opportunity in
employment and contracting.

ii. FHFA’s Regulations

FHFA adopted regulations to
implement section 1116 of HERA, 12
U.S.C. 1833e and Executive Order
11478, and to set forth the minimum
requirements for the regulated entities’
diversity programs and reporting
requirements. Those regulations, located
at 12 CFR part 1207, require each
regulated entity and the Office of
Finance to establish an OMWI, or
designate another office that would be
responsible for fulfilling the entity’s
OMWI responsibilities. Each of these
entities must implement policies and
procedures to ensure, to the maximum
extent possible, in balance with
financially safe and sound business
practices, the inclusion and utilization
of minorities, women, individuals with
disabilities, and minority-, women-, and
disabled-owned businesses in all
business and activities and at all levels
of the regulated entity and the Office of
Finance, including in management,
employment, procurement, insurance,
and all types of contracts.2 The policies
also must encourage the consideration
of diversity in the nomination or
solicitation of nominees for positions on
boards of directors as well as
engagement in recruiting and outreach
directed at encouraging minorities,
women and individuals with disabilities
to seek or apply for employment with
the regulated entity or the Office of
Finance.?

Part 1207 also requires each regulated
entity and the Office of Finance to
submit to the FHFA Director, on or
before March 1 of each year, a detailed
annual report summarizing its activities
during the reporting year (January 1
through December 31 of the preceding
year) to comply with the OMWI
regulatory requirements.4 To that end,
each regulated entity and the Office of
Finance is required to submit as part of
its annual report the EEO-1 Employer
Information Report (Form EEO-1 used
by the Equal Employment Opportunity

212 CFR 1207.21(b).
312 CFR 1207.21(b)(5).
412 CFR 1207.22(c) and 1207.23.
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Commission (EEOC) and the Office of
Federal Contract Compliance Programs
to collect certain demographic
information) or a similar report.5 The
Form EEO-1 pertains only to broad
occupational categories of employees
such as executives/senior level officials,
first/mid-level officials and managers,
professionals, technicians, and other
employee job categories, and those
employees’ gender, race, and ethnicity
classifications.®

In addition, part 1207 provides that
the FHFA Director has broad
enforcement authority in that he or she
may enforce this regulation and
standards issued under it in any manner
and through any means within his or
her authority, including through
identifying matters requiring attention,
corrective action orders, directives, or
enforcement actions under 12 U.S.C.
4513b and 4514.7 To that end, the FHFA
Director may conduct examinations of
the activities of a regulated entity or the
Office of Finance under and in
compliance with this part 1207
pursuant to 12 U.S.C. 4517.8

C. The Bank System

The Bank System (System) was
created by the Federal Home Loan Bank
Act of 1932 (Bank Act) to support
mortgage lending and related
community investment. It is currently
composed of 12 Banks, Bank member
financial institutions, and the System’s
fiscal agent, the Office of Finance. The
Banks fulfill their statutory mission
primarily through providing secured
loans (advances) to their members.

The Office of Finance is a joint office
of the Banks, the primary responsibility
of which is to act as their agent in
offering, issuing, and servicing the
consolidated obligations that are issued
to fund the operations of the Banks.?
The Office of Finance also prepares the
combined financial reports for the
System, functions as its fiscal agent, and
performs certain duties relating to the
Financing Corporation and Resolution
Funding Corporation, respectively.10

The board of directors of the Otfice of
Finance consists of 17 members; these
include the 12 Bank presidents who
serve ex officio and five independent

512 CFR 1207.23(b)(1).

6 The race and ethnicity categories used on the
Form EEO-1 are: Hispanic or Latino; White (Not
Hispanic or Latino); Black or African American (Not
Hispanic or Latino); Native Hawaiian or Other
Pacific Islander (Not Hispanic or Latino); Asian
(Not Hispanic or Latino); American Indian or
Alaska Native (Not Hispanic or Latino); Two or
More Races (Not Hispanic or Latino).

712 CFR 1207.24.

81d.

912 CFR 1273.3(a).

1012 CFR 1273.3(b)—(d).

directors.1* The independent directors
must be United States citizens and not
have any material relationship with a
Bank or the Office of Finance. As a
group, the independent directors must
have substantial experience in financial
and accounting matters. The Office of
Finance’s independent directors were
initially appointed by FHFA. Once the
terms of the independent directors
expire or the positions otherwise
become vacant, the succeeding
independent directors will be elected by
majority vote of the Office of Finance’s
board of directors subject to FHFA’s
review of, and non-objection to, each
independent director.12

Section 1202 of HERA altered the
composition of the Banks’ boards of
directors by amending section 7 of the
Bank Act (12 U.S.C. 1427) to require the
management of each Bank to be vested
in a board of 13 directors, or such other
number as the Director determines
appropriate. In addition, each board
must comprise both a majority of
member directors and at least 40 percent
of independent directors.?3 Both
member and independent directors are
elected by a plurality vote of the
members. All board members are
required to be U.S. citizens.

Each member director nominee is
required to execute a director eligibility
certification form prescribed by
FHFA.1* A member director is a member
of the board of directors of a Bank, who
is a director or officer of a member
institution located in the district in
which the Bank is located.®

Each independent director nominee is
required to execute an independent
director application form prescribed by
FHFA that demonstrates the individual
is eligible and has the qualifications to
be an independent director.16 An
independent director is a member of the
board of directors of a Bank who is a
bona fide resident of the district in
which the Bank is located.'” Each
independent director who is not a
public interest director is required to
have demonstrated knowledge of, or
experience in, financial management,
auditing and accounting, risk
management practices, derivatives,
project development, organizational

1112 CFR 1273.7(a).

1212 CFR 1273.7(d); See 75 FR 23163 (May 3,
2010).

13 Previously, section 7 of the Bank Act required
each Bank’s board of directors to be comprised of
14 directors, 8 of whom were elected by members
and 6 of whom were appointed by the former
Federal Housing Finance Board.

1412 CFR 1261.7(c).

1512 U.S.C. 1427(a)(4)(B).

1612 CFR 1261.7(d).

1712 U.S.C. 1427(a)(4)(A).

management, or such other expertise as
the Director may prescribe by
regulation.18 FHFA regulations include
the law as one of the areas in which an
independent director may have
knowledge of, or experience in, to
qualify as an independent director.1?
Before nominating any individual to be
an independent director, each Bank is
required to determine that such
knowledge or experience of the nominee
is commensurate with that needed to
oversee a financial institution with a
size and complexity that is comparable
to that of the Bank.20 At least two of the
independent directors are required to be
public interest directors who shall have
more than four years of experience in
representing consumer or community
interests on banking services, credit
needs, housing, or consumer financial
protection.2?

FHFA'’s regulations include specific
actions the Banks may take when
nominating and electing directors as
well as limitations on the Banks’
actions.22 For example, each Bank may
conduct an annual assessment of the
skills and experience of the members of
its board of directors and may determine
whether the capabilities of the board
would be enhanced by the addition of
individuals with particular
qualifications, such as auditing and
accounting, derivatives, financial
management, organizational
management, project development, risk
management practices, or the law.23 If
the Bank identifies such particular
qualifications, it will inform the
members as part of its announcement of
elections.24

FHFA'’s regulations also set out the
circumstances under which support
may be provided for the nomination or
election of an individual to a member or
independent directorship.

Member Directors: A Bank director,
officer, attorney, employee, or agent
acting in his or her personal capacity,
may support the nomination or election
of any individual for a member
directorship, provided no such
individual shall purport to represent the
views of the Bank in doing so0.25

Independent Directors: A Bank
director, officer, attorney, employee, or
agent and the board of directors and
Advisory Council (and members of the
Advisory Council) may support the

1812 U.S.C. 1427(a)(3)(B)(i).

1912 CFR 1261.7(e)(1).

2012 CFR 1261.7(e)(1).

2112 U.S.C. 1427(a)(3)(B)(ii); 12 CFR 1261.7(e)(2).
2212 CFR 1261.9.

2312 CFR 1261.9(a).

2412 CFR 1261.9(a).

2512 CFR 1261.9(b)(1).
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candidacy of any individual nominated
by the board of directors for election to
an independent directorship.26

Beyond these specific allowances for
support, a Bank director, officer,
attorney, employee, or agent is
otherwise prohibited, directly or
indirectly, from supporting or opposing
the nomination or election of a
particular individual for a member or
independent director vacancy, or from
taking any other action to influence the
voting with respect to any particular
individual.2”

D. Proposed Minority and Women
Inclusion Amendments

On June 25, 2014, FHFA published a
proposed rule to amend its regulation
on Minority and Women Inclusion to
revise the existing reporting
requirements.28 Proposed
§1207.23(b)(9)(i) would require each
Bank and the Office of Finance to
include in the contents of its annual
report data showing for the reporting
year by minority and gender
classification, the number of individuals
on the board of directors of each Bank
and the Office of Finance.29 Proposed
§1207.23(b)(9)(i)(A) would require the
Banks and the Office of Finance to use
data collected through an information
collection requesting each director’s
voluntary self-identification of his or
her minority and gender classification
without personally identifiable
information.3° Proposed
§1207.23(b)(9)(i)(B) would require that
the Banks and the Office of Finance use
the same demographic classifications as
those on the Form EEO-1.31 FHFA
noted in the Federal Register
explanation of the proposed rule that
the aggregate board diversity data
reported to FHFA would establish a
baseline to analyze future trends, and
could be used to assess the effectiveness
of the strategies developed by the Banks
and the Office of Finance related to
promoting board diversity.32

The proposed rule would also add
§ 1207.23(b)(9)(ii), which would require
the Banks and the Office of Finance to
include a description of their outreach
activities and strategies related to
promoting diversity in nominating or
soliciting nominees for positions on
boards of directors.3? Finally, proposed
§ 1207.23(b)(10) would require a year-
over-year comparison of the data

2612 CFR 1261.9(b)(2).

2712 CFR 1261.9(c).

2879 FR 35960-35963 (June 25, 2014).

29 See 79 FR 35963 (June 25, 2014).

30]d.

31]d.

32 See 79 FR 35961—35962 (June 25, 2014).
33 See 79 FR 35963 (June 25, 2014).

reported in § 1207.23(b)(9) by the Banks
and the Office of Finance.34

The proposed amendment to
§1207.22(c) would require the Banks
and the Office of Finance to include the
board demographic data and a
description of related outreach activities
and strategies in the contents of the
annual report submitted to FHFA
beginning with the report required on or
before March 1, 2015.35

The 60-day comment period closed on
August 25, 2014. FHFA received three
comment letters in response to the
proposed rule. Nine Banks (Atlanta,
Boston, Chicago, Cincinnati, Des
Moines, New York, Pittsburgh, Topeka,
and Seattle) and the Office of Finance
submitted consolidated comments in
one letter. The Greenlining Institute, a
non-profit organization, and a private
citizen also submitted comment letters.
The comments were thoughtful and
discussed matters that were carefully
considered by FHFA.

I1. Final Rule

FHFA responds to specific concerns
below as it explains aspects of the rule
to which the comments pertain. After
considering the comments received in
response to the proposed rule, FHFA is
adopting a final rule amending its
minority and women inclusion
regulations, which applies to the Banks
and the Office of Finance.

A. Applicability of Amendments

A private citizen commented that the
amendments should apply to the
Enterprises as well as to the Banks and
the Office of Finance. FHFA does not
include the Enterprises in the final rule.
As noted in the Federal Register
explanation of the proposed rule, FHFA,
in its role as conservator of Fannie Mae
and Freddie Mac, is involved in the
selection of their board members.36
Therefore, FHFA maintains that under
current circumstances, it is not
necessary to consider promulgating
regulations pertaining to the Enterprises
with respect to the requirements of the
final rule.

B. Data Collection

i. Method of Collection

The nine Banks and the Office of
Finance commented that FHFA should
include the voluntary self-identification
request for board diversity demographic
data in the Independent Director
Annual Certification Form and the
annual Member Director Eligibility
Certification Form, which they believe

34]d.
35]d.
36 See 79 FR 35961 (June 25, 2014).

would provide a “simple method” of
collecting this information.

FHFA does not adopt this proposal in
the final rule. These forms are used
solely to collect information to
determine whether each director meets
the statutory and regulatory eligibility
requirements.37 The demographic status
of a director or candidate for director is
not a requirement for eligibility. In
addition, completion of the annual
director certification forms is
mandatory, whereas submission of
minority and gender classification data
is voluntary. The final rule adopts the
proposed requirement that the Banks
and the Office of Finance collect board
demographic information by requesting
each incumbent director to voluntarily
self-identify his or her minority and
gender classification, without
personally identifiable information. The
inclusion of the request for board
diversity demographic data in the
annual certification forms could imply
that the information is mandatory and
not voluntary. The inclusion of the
request for board diversity demographic
data in the annual director certification
forms could also raise privacy concerns.

The Greenlining Institute proposed
mandating the use of the Form EEO-1
itself to collect the board member
demographic information to standardize
reporting metrics. FHFA does not adopt
this proposal in the final rule. The Form
EEO-1 is a compliance survey tool
required to be completed by certain
employers who are subject to title VII of
the Civil Rights Act of 1964, as
amended, in accordance with the
EEOC’s implementing regulations.38
The Form EEO-1 categorizes a
company’s employment data by race
and ethnicity, gender and job category.
Part 1207 requires that the Banks and
the Office of Finance report
employment demographic information
to FHFA using the Form EEO-1 or
similar report. The Form EEO-1 does
not include a job category for board
members since they are not employees.
Therefore, the final rule continues to
leave to the discretion of the Banks and
the Office of Finance the particular
method of collection of the data as long
as the Form EEO-1 diversity categories
are used.

The nine Banks and the Office of
Finance also commented that it is not
“necessary or appropriate” to follow the
instructions of the Form EEO-1 with
respect to the collection of the board

37 The Independent Director Annual Certification
Form applies to each incumbent Bank director, and
the Member Director Eligibility Certification Form
applies to both candidates for and incumbents of
member directorships.

38 See 29 CFR 1602.7.
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demographic information, which allow
employers to report observed
diversity.3® The commenters requested
that FHFA clarify that there is no
requirement to report observed diversity
in addition to the board members’
voluntary demographic self-
identification. FHFA agrees with this
comment and reiterates that the Banks
and the Office of Finance are expected
to report aggregate data based only on
the board members’ voluntary
demographic self-identification.

ii. Diversity Categories

The proposed rule requires the Banks
and the Office of Finance to use the
“same classifications as those on Form
EEO-1,” referred to here as “‘diversity
categories,” for the purpose of reporting
minority and gender classifications of
individuals on the boards of directors of
the Banks and the Office of Finance.
The nine Banks and the Office of
Finance commented that following the
diversity categories of the Form EEO-1
for boards of directors is “neither
necessary nor appropriate’” and
requested that the minority categories as
defined in part 1207 be used. The
commenters propose that the Form
EEO-1 diversity categories be replaced
with the diversity categories found in
§1207.1, which defines “minority” as
“any Black (or African) American,
Native American (or American Indian),
Hispanic (or Latino) American, or Asian
American.” The commenters note that
although it is reasonable for FHFA to
require the Banks and the Office of
Finance to report employee
demographic information using the
Form EEO-1 diversity categories to
avoid duplicating reporting burdens and
to ensure that the data reported is
consistent with similar information
reported to any other agency or
regulator, they do not believe these
categories are necessary or appropriate
for board member demographic
information. The commenters provide
that there is no legal requirement to
report board member demographics, and
further note that the “[t]he small size of
the reporting pool and greater visibility
of each respondent necessitates
heightened sensitivity.”

FHFA does not adopt the request to
require the use of the minority
categories as defined in part 1207. The
definition of “minority” in part 1207 is
consistent with that in section 1204(c)
of the Financial Institutions Reform,
Recovery, and Enforcement Act of 1989,
which is referenced by section 1319A of
the Safety and Soundness Act, as

39 See EEO-1 Instruction Booklet, Appendix,
paragraph 4.

amended by HERA.40 The Form EEO-1
includes six diversity categories (i.e.,
Hispanic or Latino; Black or African
American (not Hispanic or Latino);
Native Hawaiian or Other Pacific
Islander (not Hispanic or Latino); Asian
(not Hispanic or Latino); American
Indian or Alaska Native (not Hispanic or
Latino); or Two or More Races (not
Hispanic or Latino)). Part 1207 requires
that the regulated entities use the Form
EEO-1 to report their demographic
workforce data. Use of the same
minority categories to collect board
diversity data will provide consistency
of reporting and enhance the
comparability of the Banks’ and the
Office of Finance’s board composition to
that of their workforces. In addition, use
of the Form EEO-1’s broader diversity
categories will provide a board member
with more choices should he or she
choose to self-identify.

iii. Collection of Additional Data

The nine Banks and the Office of
Finance proposed that FHFA include a
category for individuals with disabilities
in the board demographic self-reporting
request. FHFA does not adopt this
proposal in the final rule. The
requirement for the regulated entities to
report data related to persons with
disabilities is limited in part 1207 due
to medical privacy concerns.4! In
addition, disability status is not
included as a category on the Form
EEO-1, and therefore, is not reported as
part of the workforce demographic data.
For privacy reasons and for
comparability of reporting, FHFA does
not include a category for individuals
with disabilities in the final rule
requirements related to board diversity
reporting.

The commenters noted that some
Banks have Equal Employment
Opportunity statements that include
diversity categories beyond the required
protected classes. The commenters also
highlighted their efforts to recruit, hire,
and retain employees within the
additional diversity categories. To that
end, FHFA affirms that the Banks and
the Office of Finance have the flexibility
to collect demographic status
information beyond the gender and
minority categories on the Form EEO-1,
but FHFA does not require the Banks
and the Office of Finance to collect or
report information beyond the
requirements of the final rule.

The Greenlining Institute proposed
that FHFA collect additional
information about the board members,
including their professional

4012 U.S.C. 4520(b).
41 See 75 FR 81396 (December 28, 2010).

backgrounds, ages, and board turnover
data (including time served on the
board). The commenter believes that the
additional information will better
inform FHFA about the composition of
the Banks’ and the Office of Finance’s
respective boards. FHFA does not adopt
this proposal in the final rule. Board
members are required to meet specific
statutory and regulatory eligibility
requirements, and information related to
these requirements is collected on the
pertinent director certification forms.
The Banks already report information
about their board members’ professional
backgrounds, time served on the board,
and ages in their annual Form 10-K
reports filed with the U.S. Securities
and Exchange Commission pursuant to
section 13 or 15(d) of the Securities and
Exchange Act of 1934, which are
publicly available. The Office of
Finance provides similar information
about its directors in the annual Federal
Home Loan Bank Combined Financial
Report, which also is publicly available.
As aresult, it is not necessary to include
in the final rule a reporting requirement
for these types of data.

The Greenlining Institute also
proposed that FHFA collect additional
data by use of qualitative inquiries on
recruitment activities and other
information related to board members
and applicants. FHFA does not adopt
this proposal in the final rule. The final
rule requires the Banks and the Office
of Finance to include a description of
their outreach activities and strategies
executed during the preceding year to
promote diversity in nominating or
soliciting nominees for positions on
their respective boards of directors.
Such descriptions could include
recruiting events. The additional data
collection could lead to the attribution
of personally identifiable information
due to the small number of board
member positions.

C. Outreach Activities

i. Broad View of Diversity

The nine Banks and the Office of
Finance requested that FHFA take a
broad view of diversity for the purpose
of proposed § 1207.23(b)(9)(ii), which
would require reporting ‘‘the outreach
activities and strategies executed during
the preceding year to promote diversity
in nominating or soliciting nominees for
positions on boards of directors of the
Banks and the Office of Finance.” The
commenters proposed that the minority
and women inclusion amendments
allow a regulated entity to define
diversity for the purpose of describing
their outreach activities and strategies.
The commenters noted FHFA’s Federal
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the Bank boards of directors eligibility experience assessment and statement, as  directorship. The term “ “personal

and elections, which states that
“diversity among the members of each
board of directors of the Banks would be
beneficial to the Banks, and thus
[FHFA] encourages the Banks to
consider the diversity of their boards

. . as it requests nominees for member
directorships from its members and as it
goes through the process of nominating
candidates for independent
directorships.” 42 However, the
eligibility and elections final rule
pertaining to the Banks’ boards of
directors does not include any
provisions that address diversity.

FHFA does not include a definition of
“diversity” in this final rule and
maintains that the Banks and the Office
of Finance have the flexibility to
conduct their outreach activities and
strategies to promote board diversity
beyond that contemplated by the rule.
However, FHFA expects the Banks and
the Office of Finance to report on their
outreach activities and strategies that
promote minority and women inclusion
for the purpose of satisfying the
reporting requirements of
§1207.23(b)(9)(ii). FHFA intends to
develop guidance that will further
elaborate on the agency’s expectations
related to outreach activities and
strategies for the Banks’ and the Office
of Finance’s boards of directors.

ii. Interplay With Director Nomination
and Election Process

Also related to the outreach reporting
requirement, the nine Banks and the
Office of Finance commented that the
rule should acknowledge aspects of the
director nomination and election
process, including the geographic
limitations, eligibility requirements and
nomination procedures, and that a Bank
director, officer, attorney, employee, or
agent is restricted by 12 CFR 1261.9
from taking certain actions to influence
director nominations and elections.

The nine Banks and the Office of
Finance noted that the election
regulations at § 1261.9(c) prohibit a
Bank director, officer, attorney,
employee or agent from communicating
in any manner that he or she directly or
indirectly supports or opposes the
nomination or election of a particular
individual for a directorship or from
taking any other action to influence the
voting with respect to any particular
individual. The commenters also noted
that the election regulations provide
exceptions to the prohibitions when the
actions taken meet the following
criteria:

4274 FR 51453 (October 7, 2009).

permitted by § 1261.9(a);

e The actions taken are in his or her
personal capacity, to support the
nomination or election of any
individual for a member directorship,
provided that he or she does not purport
to represent the views of the Bank or its
board of directors in doing so, as
permitted by § 1261.9(b)(1); or

The actions support the candidacy of
any individual nominated by the board
of directors for election to an
independent directorship, as permitted
by § 1261.9(b)(2).

The commenters expressed concern
that the regulatory restrictions on
communication could limit a Bank’s
ability to address gender or minority
identification in the election process,
particularly with respect to member
directorships. The commenters
provided several examples of general
outreach and education efforts to
promote diversity on their respective
boards of directors that they believe are
consistent with the terms of §1261.9.
The examples included the following
actions for promoting board diversity:

e Engaging in general outreach to
encourage a diverse pool of nominations
for member directorships and
applications for independent
directorships;

e including a statement about EEO in
member director nomination,
independent director application, and
election materials;

¢ encouraging trade associations to
consider diverse candidates for member
director nominations, or encouraging a
Bank’s Advisory Council to encourage
applications from diverse candidates for
an independent directorship; and

e providing information about Bank
directorships and the election process
through general outreach to professional
affinity groups to which officers and
directors of member institutions may
belong.

FHFA agrees that the scenarios
provided by the Banks are permissible
under, and consistent with, the existing
election regulations at 12 CFR 1261.9.

In addition, the commenters
requested clarification on whether more
direct actions would be permissible,
such as a Bank identifying specific
individuals as potential nominees and
encouraging the nomination of an
individual for a member directorship.

Member Directors: With respect to
identifying and supporting specific
individuals for nomination or election,
the regulations permit a Bank director,
officer, attorney, employee or agent,
acting in his or her personal capacity, to
support the nomination or election of

capacity’ is intended to preclude the use
of a director’s official title, position, or
authority associated with the position of
Bank director, such as through use of
Bank stationery, to endorse a
candidate.” 43 While the regulations
allow such support, they provide that
no Bank director, officer, attorney,
employee or agent may purport to
represent the views of the Bank or its
board of directors.4# Thus, support for
the nomination or election of individual
member directors, including
considerations of diversity, may be
made by Bank directors, officers,
attorneys, employees or agents acting
only in a personal capacity.

Independent Directors: Although not
addressed by the commenters, FHFA
notes that nothing in the existing
nomination and election regulations
prohibits board members and others
from discussing the importance of
diversity when nominating, or
considering the nomination of,
individuals for independent
directorships. For example, Board
members may introduce the topic and
discuss the role diversity plays in the
solicitation and nomination processes
for independent directorships.

FHFA has also addressed the
commenters’ concerns in the final rule.
FHFA acknowledges this “interplay”
between the outreach requirements in
the minority and women inclusion
regulations and the Bank board of
directors nomination and election
regulations and further clarifies it by
adding a reference to § 1261.9 in
§1207.23(b)(9)(ii) in the final rule to
require that the Banks conduct their
outreach activities and strategies
consistent with the restrictions in the
director nomination and election
regulations. Since these restrictions
apply only to the Banks, FHFA included
the phrase “consistent with 12 CFR
1261.9” as a parenthetical after “Banks”
in §1207.23(b)(9)(ii), and not at the end
of that section as proposed by the
commenters.

D. Reports

i. Due Date for Initial Data Submission

FHFA did not receive any comments
regarding the proposed rule’s
requirement to submit the demographic
board data concurrent with the March 1,
2015, minority and women inclusion
report. Since publication of the final

43 When proposing the predecessor regulation,
the Federal Housing Finance Board explained the
term ‘“‘personal capacity’ as quoted above. See 63
FR 26536 (May 13, 1998).

4412 CFR 1261.9(b)(1).
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rule follows that date, FHFA has
extended the timeframe for initially
submitting the board diversity data and
outreach activities and strategies
executed in order to afford the Banks
and the Office of Finance a reasonable
opportunity from the effective date of
the final rule to collect and submit this
data. Therefore, the final rule amends

§ 1207.22(c) to require the first
submission of board demographic data
and outreach activities and strategies to
FHFA no later than September 30, 2015,
and thereafter with the annual report.

ii. Timeline for Reporting Comparative
Data

The nine Banks and the Office of
Finance requested that the comparison
of board diversity data be voluntary for
the first annual report following the
effective date of the regulation. The
commenters requested that the first
mandatory year-over-year comparison
be required in the 2015 annual report,
which will be filed in March 2016.
FHFA agrees with these requests and
does not expect the Banks and the
Office of Finance to submit a
comparative report until March 2016.

The Federal Register explanation of
the proposed rule stated that the initial
aggregate demographic data reported
would provide a baseline to analyze
future trends.*® The Banks and the
Office of Finance will be able to use the
baseline data submitted by September
30, 2015, to compare with the data
submitted in the March 1, 2016 report.
Although not required, a Bank or the
Office of Finance may voluntarily
submit and compare any historical
board demographic data it has to date
collected and submitted in the report
due by September 30, 2015. FHFA
determined that this clarification did
not require a change to the final rule.

iii. Use of Data

The Greenlining Institute
recommended that FHFA make the
annual minority and women inclusion
reports of the Banks and the Office of
Finance available to the public. The
commenter believes that the public’s
confidence in the progress of the
respective OMWIs of the Banks and the
Office of Finance in advancing diversity
will be limited until the annual reports
are made public.

FHFA does not adopt this
recommendation in the final rule. FHFA
reiterates its position as stated in the
Federal Register explanation of the final
part 1207 regulations:

FHFA considers the reports and data
to be related to examinations and

45 See 79 FR 35961-35962 (June 25, 2014).

examination, operation, or conditions
reports. In general, FHFA will consider
all the information and the data
attributed to a particular regulated
entity to be non-public, subject to the
Freedom of Information Act Exemption
(b)(8) and to the examination privilege.
The agency does not intend to make
attributed information public. However,
FHFA intends to use the information
and data arrayed or aggregated in a
variety of ways, without attribution to
specific institutions, in order to identify
trends, success or lack of success, or
best practices each regulated entity can
use to assess or improve its own
programs. Additionally, FHFA may use
such unattributed information in
various formats to inform the public on
such trends, success, lack of success and
best practices among the regulated
entities.46

The commenter also noted that it is
standard practice for FHFA, the Federal
Deposit Insurance Corporation, the
National Credit Union Administration,
the Office of the Comptroller of the
Currency, the Consumer Financial
Protection Bureau, the U.S. Securities
and Exchange Commission, the Federal
Reserve Board of Governors, and the
U.S. Department of the Treasury to
make reports on their respective
minority and women inclusion
activities available to the public. The
commenter appears to be referring to the
agency statutory reporting requirements
under section 342(e) of the Dodd-Frank
Wall Street Reform and Consumer
Protection Act of 2010 (Dodd-Frank),
which apply to most federal financial
regulatory agencies.4” Such reports are
required to be submitted to Congress
and include certain information related
to the agencies’ minority and women
inclusion programs.#8 FHFA also makes
public its agency annual minority and
women inclusion report. However, the
statutory reporting requirements under
section 1319A of the Safety and
Soundness Act apply only to entities
regulated by FHFA.49 Since there are no
comparable reporting requirements for
the regulated entities of the other
financial regulatory agencies, those
agencies do not receive minority and
women inclusion reports from their
regulated entities. FHFA will consider
including aggregated data related to its
regulated entities in the annual minority
and women inclusion report it prepares

46 75 FR 81400 (December 28, 2010).

47 Section 342(e) of Public Law 111-203, July 21,
2010, 12 U.S.C. 5452(e).

48 ]d.

4912 U.S.C. 4520(d).

in accordance with section 342(e) of
Dodd-Frank.

III. Consideration of Differences
Between the Banks and the Enterprises

Section 1313(f) of the Safety and
Soundness Act, as amended by section
1201 of HERA, requires the Director,
when promulgating regulations relating
to the Banks, to consider the differences
between the Banks and the Enterprises
with respect to the Banks’ cooperative
ownership structure; mission of
providing liquidity to members;
affordable housing and community
development mission; capital structure;
and joint and several liability. The
Director may also consider any other
differences that are deemed appropriate.
In preparing this final rule, the Director
has considered the differences between
the Banks and the Enterprises as they
relate to the above factors and has
determined that the rule would not
adversely affect any of the above factors.

IV. Paperwork Reduction Act

The Paperwork Reduction Act of 1995
(PRA) requires that FHFA consider the
impact of paperwork and other
information collection burdens imposed
on the public.?° Under the PRA and the
implementing regulations of the Office
of Management and Budget (OMB), an
agency may not collect or sponsor the
collection of information, or impose an
information collection requirement,
unless it displays a currently valid
control number assigned by OMB.51
This final rule contains a new
information collection requirement,
which is described below.

As required by the PRA, FHFA
requested comments on the new
collection of information in the
proposed rule.52 The agency received no
comments on that issue. As is also
required by the PRA, FHFA submitted
an analysis of the new collection of
information to OMB for review in
conjunction with the publication of the
proposed rule.?3 OMB assigned to this
collection of information control
number 2590-0014, but has not yet
approved the collection; however,
FHFA expects OMB will do so by the
effective date of the final rule.

Summary: Under § 1207.23(b)(9)(i),
each Bank and the Office of Finance are
required to request annually that each
member of its board of directors
provide, on a voluntary basis, self-
identification of his or her demographic
classification (using the same minority

50 See 44 U.S.C. 3507(a

(a) and (d).
51 See 44 U.S.C. 3512(a);

(a

(d

5 CFR 1320.8(b)(3)(vi).
(1)(D); 5 CFR 1320.11(a).
(1)(A); 5 CFR 1320.11(b).

52 See 44 U.S.C. 3507
53 See 44 U.S.C. 3507
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and gender classifications as those used
on the Form EEO-1), without including
personally identifiable information.
Sections 1207.23(b)(9) and 1207.22(c)
require that each Bank and the Office of
Finance submit the baseline board
demographic information collected to
FHFA no later than September 30, 2015,
and thereafter the information be
included as part of the annual reports
they are already required to submit
under existing part 1207.

Use: FHFA will use the information
collected under § 1207.23(b)(9)(i) to
assess the effectiveness of the policies
and procedures that each of the Banks
and the Office of Finance is required to
implement to promote diversity in all of
its business and activities “‘at all levels”
and, specifically, to encourage diversity
in the nomination and solicitation of
nominees for members of its boards of
directors. FHFA will also use the
information to establish a baseline to
analyze future trends relating to the
diversity of the boards of directors of the
Banks and the Office of Finance.

Respondents: Respondents will be the
approximately 210 individuals serving
on the boards of directors of the Banks
and the Office of Finance in any given
year.

Frequency: The information will be
collected annually.

Annual Burden Estimate: FHFA
estimates the total annualized hour
burden for all respondents to the
proposed information collection to be
21 hours. FHFA estimates that an
average of 210 board directors will
provide information annually and that
each response will take approximately
0.1 hours on average (210 respondents
% 0.1 hours per response = 21 hours).
There will be no annualized cost to the
Federal government.

V. Regulatory Flexibility Act

The Regulatory Flexibility Act
(5 U.S.C. 601 et seq.) requires that a
regulation that has a significant
economic impact on a substantial
number of small entities, small
businesses, or small organizations
include an initial regulatory flexibility
analysis describing the regulation’s
impact on small entities. Such an
analysis need not be undertaken if the
agency has certified that the regulation
will not have a significant economic
impact on a substantial number of small
entities. 5 U.S.C. 605(b). FHFA has
considered the impact of the final rule
under the Regulatory Flexibility Act.

The General Counsel of FHFA
certifies that the final rule is not likely
to have a significant economic impact
on a substantial number of small entities
because the regulation is applicable

only to the Banks and the Office of
Finance, which are not small entities for
purposes of the Regulatory Flexibility
Act.

List of Subjects in 12 CFR Part 1207

Discrimination, Diversity, Equal
employment opportunity, Minority
businesses, Office of Finance, Outreach,
Regulated entities.

Authority and Issuance

For the reasons stated in the
SUPPLEMENTARY INFORMATION, and under
the authority of 12 U.S.C. 4526, FHFA
amends part 1207 of title 12 of the Code
of Federal Regulations as follows:

PART 1207—MINORITY AND WOMEN
INCLUSION

m 1. The authority citation for part 1207
continues to read as follows:

Authority: 12 U.S.C. 4520 and 4526; 12
U.S.C. 1833e; E.O. 11478.

Subpart C—Minority and Women
Inclusion and Diversity at Regulated
Entities and the Office of Finance

m 2. Amend § 1207.22 by adding a new
sentence at the end of paragraph (c) to
read as follows:

§1207.22 Regulated entity and Office of
Finance reports.

* * * * *

(c) * * * The data required to be
reported by § 1207.23(b)(9) shall be
submitted no later than September 30,
2015, and thereafter included in each

annual report.
* * * * *

m 3. Amend § 1207.23 as follows:

m a. Redesignate paragraphs (b)(9)
through (19) as paragraphs (b)(10)
through (20); and

m b. Add new paragraph (b)(9) and
revise newly redesignated paragraph
(b)(10) to read as follows:

§1207.23 Annual reports—format and
contents.

* * * * *

(b) * * *

(9)(i) Data showing for the reporting
year by minority and gender
classification, the number of individuals
on the board of directors of each Bank
and the Office of Finance—

(A) Using data collected by each Bank
and the Office of Finance through an
information collection requesting each
director’s voluntary self-identification of
his or her minority and gender
classification without personally
identifiable information;

(B) Using the same classifications as
those on the Form EEO-1; and

(ii) A description of the outreach
activities and strategies executed during
the preceding year to promote diversity
in nominating or soliciting nominees for
positions on boards of directors of the
Banks (consistent with 12 CFR 1261.9)
and the Office of Finance;

(10) A comparison of the data
reported by Fannie Mae and Freddie
Mac under paragraphs (b)(1) through (8)
of this section, and by the Banks and the
Office of Finance under paragraphs
(b)(1) through (9) of this section, to such
data as reported in the previous year
together with a narrative analysis;

* * * * *

Dated: April 28, 2015.
Melvin L. Watt,
Director, Federal Housing Finance Agency.
[FR Doc. 2015-10374 Filed 5-1-15; 8:45 am]
BILLING CODE 8070-01-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Parts 121 and 135

[Docket No. FAA-2011-1136; Amdt. Nos.
121-371A and 135-132A]

RIN 2120-AJ33
Air Carrier Contract Maintenance
Requirements; Correction

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule; correction.

SUMMARY: The FAA is correcting a final
rule published on March 4, 2015 (80 FR
11537). In that rule, the FAA amended
its maintenance regulations for
domestic, flag, and supplemental
operations, and for commuter and on-
demand operations for aircraft type
certificated with a passenger seating
configuration of 10 seats or more
(excluding any pilot seat). The FAA
originally proposed to make the
effective date of the rule one year after
its publication date to give affected
operators time to come into compliance
with the new requirements, and to allow
the FAA time to review information
submitted by the operators under the
rule. However, in the final rule, the FAA
inadvertently overlooked the proposed
one-year compliance time, and included
an effective date of 60 days after
publication. This document corrects the
effective date of that document.

DATES: This correction is effective on
May 4, 2015. The effective date of the
final rule published March 4, 2015 (80
FR 11537), is corrected to March 4,
2016.
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FOR FURTHER INFORMATION CONTACT:
For technical questions concerning this
action, contact Wende T. DiMuro,

AFS-330, Federal Aviation

Administration, 800 Independence

Avenue SW., Washington, DC 20591;

telephone (202) 267-1685; email

wende.t.dimuro@faa.gov.

For legal questions concerning this
action, contact Edmund Averman,
AGC-200, Federal Aviation
Administration, 800 Independence
Avenue SW., Washington, DC 20591;
telephone (202) 267-3147, email
ed.averman@faa.gov.

SUPPLEMENTARY INFORMATION:

Background

On March 4, 2015, the FAA published
a final rule entitled, “Air Carrier
Contract Maintenance Requirements”
(80 FR 11537).

In that final rule, the FAA revised its
maintenance regulations for domestic,
flag, and supplemental operations, and
for commuter and on-demand
operations for aircraft type certificated
with a passenger seating configuration
of 10 seats or more (excluding any pilot
seat). The new rules require affected air
carriers and operators to develop
policies, procedures, methods, and
instructions for performing contract
maintenance that are acceptable to the
FAA, and to include them in their
maintenance manuals. The rules also
require the air carriers and operators to
provide a list to the FAA of all persons
with whom they contract their
maintenance, which also must include
the physical address where the work
will be carried out and a description of
the type of work that is to be carried out
at each location.

In the notice of proposed rulemaking
(NPRM) (77 FR 67584; Nov. 13, 2012),
the FAA proposed to make the effective
date one year after the publication of the
final rule. The stated reason for this was
that the agency recognized that the
affected operators would need time to
fully develop the policies, procedures,
methods, and instructions for contract
maintenance and to provide them in an
acceptable format to the FAA. We also
noted that operators would need time to
prepare the list with the required
information of their contract
maintenance providers and to provide
them in an acceptable format to their
Certificate Holding District Offices (77
FR 67587). The FAA also noted that it
would need time to review the
information submitted by the operators.
In publishing the final rule, the FAA
inadvertently overlooked this proposed
one-year compliance time, and included
an effective date of 60 days after
publication. This document corrects

that oversight so that the effective date
is one year after the publication of the
final rule, or March 4, 2016.

Correction

In FR Doc. 2015-04179, beginning on
page 11537 in the Federal Register of
March 4, 2015, make the following
corrections:

Correction

1. On page 11537, in the second
column, in the paragraph entitled
“DATES:”, correct “May 4, 2015” to read
“March 4, 2016.”

Issued under authority provided by 49
U.S.C. 106(f) in Washington, DC, on April 29,
2015.

John Barbagallo,

Acting Director, Flight Standards Office.
[FR Doc. 2015-10423 Filed 5—-1-15; 8:45 am]
BILLING CODE 4910-13-P

CONSUMER PRODUCT SAFETY
COMMISSION

16 CFR Part 1120
[CPSC Docket No. CPSC-2014-0024]

Substantial Product Hazard List:
Seasonal and Decorative Lighting
Products

AGENCY: Consumer Product Safety
Commission.

ACTION: Final rule.

SUMMARY: The Consumer Product Safety
Commission (“CPSC” or “Commission’’)
is issuing a final rule to specify that
seasonal and decorative lighting
products that do not contain any one of
three readily observable characteristics
(minimum wire size, sufficient strain
relief, or overcurrent protection), as
addressed in a voluntary standard, are
deemed a substantial product hazard
under the Consumer Product Safety Act
(“CPSA”). Additionally, the
Commission is making a technical
amendment to reformat incorporations
by reference in this part.

DATES: Effective date: The rule takes
effect on June 3, 2015. The
incorporation by reference of the
publication listed in this rule is
approved by the Director of the Federal
Register as of June 3, 2015.

FOR FURTHER INFORMATION CONTACT:
Mary Kroh, Office of Compliance and
Field Operations, Consumer Product
Safety Commission, 4330 East West
Highway, Bethesda, MD 20814;
telephone: 301-987-7886; mkroh@
cpsc.gov.

SUPPLEMENTARY INFORMATION:

I. Background and Statutory Authority

A. Statutory Authority

Section 223 of the Consumer Product
Safety Improvement Act of 2008
(““CPSIA”’), amended section 15 of the
CPSA, 15 U.S.C. 2064, to add a new
subsection (j). Section 15(j) of the CPSA
provides the Commission with the
authority to specify, by rule, for any
consumer product or class of consumer
products, characteristics whose
existence or absence are deemed a
substantial product hazard under
section 15(a)(2) of the CPSA. Section
15(a)(2) of the CPSA defines a
“substantial product hazard,” in
relevant part, as a product defect which
(because of the pattern of defect, the
number of defective products
distributed in commerce, the severity of
the risk, or otherwise) creates a
substantial risk of injury to the public.
A rule under section 15(j) of the CPSA
(a “15(j) rule”) is not a consumer
product safety rule that imposes
performance or labeling requirements
for newly manufactured products.
Rather, a 15(j) rule is a Commission
determination of a product defect based
upon noncompliance with specific
product characteristics that are
addressed in an effective voluntary
standard. For the Commission to issue
a 15(j) rule, the product characteristics
involved must be “readily observable”
and have been addressed by a voluntary
standard. Moreover, the voluntary
standard must be effective in reducing
the risk of injury associated with the
consumer products, and there must be
substantial compliance with the
voluntary standard.

B. Background

On October 16, 2014, the Commission
issued a notice of proposed rulemaking
(“NPR”) in the Federal Register to
amend the substantial product hazard
list in 16 CFR part 1120 (“part 1120)
to add seasonal and decorative lighting
products that lack certain readily
observable safety characteristics
addressed by a voluntary standard
because such products pose a risk of
electrical shock or fire. 79 FR 62081.
The comment period on the proposed
rule closed on December 30, 2014. As
detailed in section II of this preamble,
the Commission received 62 comments
on the proposed rule.

The Commission is now issuing a
final rule to amend part 1120 by adding
three readily observable characteristics
of seasonal and decorative lighting
products: (1) Minimum wire size; (2)
sufficient strain relief; and (3)
overcurrent protection. After reviewing
the comments, the Commission made
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two clarifications in the final rule to
define more clearly products that do not
fall within the scope of the rule.
Additionally, based on the comments,
the Commission has corrected a citation
to Underwriters Laboratories (“UL”),
Standard for Safety for Seasonal and
Holiday Decorative Products, UL 588,
18th Edition, approved on August 21,
2000 (“UL 588”’), in the final rule. As of
the effective date of this rule, seasonal
and decorative lighting products that do
not contain any one of these three
readily observable characteristics, as set
forth in UL 588, are deemed to create a
substantial product hazard under
section 15(a)(2) of the CPSA.

C. Seasonal and Decorative Lighting
Products

The final rule uses the phrase
“seasonal and decorative lighting
products” to identify the lighting
products that are within the scope of the
rule. The final rule defines “‘seasonal
and decorative lighting products”
consistent with the description of
products subject to UL 588, as set forth
in section 1 of UL 588. “Seasonal and
decorative lighting products’ are
portable, plug-connected, temporary-use
lighting products and accessories that
have a nominal 120-volt input voltage
rating. Lighting products within the
scope of the rule are factory-assembled
with push-in, midget- or miniature-
screw base lampholders connected in
series or with candelabra- or
intermediate-screw base lampholders
connected in parallel, directly across the
120 volt input. Such lighting products
include lighted decorative outfits, such
as stars, wreathes, candles without
shades, light sculptures, blow-molded
(plastic) figures, and animated figures.
Lighting products outside the scope of
the rule include: Battery-operated
products; solar-powered products;
products that operate from a transformer
or low-voltage power supply; flexible
lighting products incorporating non-
replaceable series and series/parallel-
connected lamps enclosed within a
flexible polymeric tube or extrusion;
and portable electric lamps that are used
to illuminate seasonal decorations.

This definition of ““seasonal and
decorative lighting products” is adapted
from descriptions of lighting products

defined in section 1 of UL 588. All in-
scope products are covered by UL 588.
Lighting products within the scope of
the rule are typically used seasonally
and provide only decorative lumination.
The products typically are displayed for
a relatively short period of time and are
then removed and stored until needed
again. UL 588 section 2.43 defines the
term ‘“‘seasonal (holiday) product” as:
“[a] product painted in colors to suggest
a holiday theme or a snow covering, a
figure in a holiday costume, or any
decoration associated with a holiday or
particular season of the year.” UL 588
defines “decorative light products”
(decorative outfits) as factory-
assembled, electrically powered units
providing a seasonal or holiday
decorative display having illumination
or other decorative effects. A decorative
product may contain a lighting string as
part of the decorative illumination. A
lighting string provided with decorative
covers over the lamps is a decorative
outfit. If not constructed properly,
lighting powered by 120 volts can be
damaged easily and can pose a risk of
electrical shock or fire.

Lighting products that are excluded
from the scope of the rule are subject to
different voluntary standards or do not
present the same risk of injury. Based on
the comments to the proposed rule, the
final rule clarifies that “solar-powered
products” are not within the scope of
the rule because solar-powered seasonal
lights are not connected to a 120-volt
branch circuit and do not present the
same risk of injury due to shock and
fire. Additionally, the final rule clarifies
the type of tube lighting that is not
within the scope of the rule. The
proposed rule used the phrase “flexible
tube lighting strings of lights intended
for illumination.” The final rule
replaces this phrase with: “flexible
lighting products incorporating non-
replaceable series and series/parallel
connected lamps enclosed within a
flexible polymeric tube or extrusion.”
The description of tube lighting was
revised to clarify that such tube lighting
is not covered by UL 588 but is covered
by another UL standard, UL 2388
Flexible Lighting Products. This
clarification is not intended to alter the
scope of products covered by the rule;
the revision is intended to clarify that

flexible lighting products covered by UL
2388 are not within the scope of the
rule. Staff Briefing Package: Final Rule
to Amend 16 CFR part 1120 to Add
Seasonal and Decorative Lighting
Products, dated April 22, 2015 (““Staff
Final Rule Briefing Package”) at 3,
available at: http://www.cpsc.gov/
Global/Newsroom/FOIA/Commission
BriefingPackages/2015/Final-Rule-to-
Amend-Substantial-Product-Hazard-
List-to-Include-Seasonal-and-
Decorative-Lighting-Products.pdf.

D. Applicable Voluntary Standard

UL 588-2000 is the current voluntary
standard applicable to seasonal and
decorative lighting products. UL 588 has
been updated over the years to address
various safety issues to make seasonal
and decorative lighting products safer,
see 79 FR 62083; Staff’s Briefing
Package on Seasonal and Decorative
Lighting Products, dated October 2,
2014 (‘““Staff NPR Briefing Package”’),
Tab B, Abbreviated History of Seasonal
and Decorative Lighting Products and
the Associated UL Standard, at: http://
www.cpsc.gov/Global/Newsroom/FOIA/
CommissionBriefingPackages/2015/
ProposedRuletoAmendSubstantial
ProductHazardListtoIncludeSeasonal
andDecorativeLightingProducts.pdyf.
Specifically, UL 588, made effective on
January 1, 1997, set forth the current
requirements for overcurrent protection
and minimum wire size; and the current
strain relief requirement has been in
effect since 1994.

Table 2 in the preamble to the NPR,
at 79 FR at 62083, summarized the
readily observable characteristics for
seasonal and decorative lighting
products. Table 2 was intended to
present a summary of the relevant
provisions of UL 588. As one
commenter noted, the “strain relief”
column shown in Table 2 in the
preamble to the NPR cited SB16 of UL
588, instead of section SB15, and
showed the strain relief load as 24 lbs.
instead of 20 lbs. Table 1, below, is a
revised version of Table 2 from the
preamble to the NPR. Table 1 shows the
correct citation to section SB15 of UL
588 and the correct strain relief loads.
Staff Final Rule Briefing Package
at 3—4.
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TABLE 1—READILY OBSERVABLE CHARACTERISTICS FOR SEASONAL AND DECORATIVE LIGHTING PRODUCTS

Readily observable characteristics

Sufficient strain relief (load weight)
Seasonal and decorative lighting Overcurrent
products Minimum wire size (AWG) Lampholders | protection qty.
UL 588 Section 6 Plugs/load fittings UL 588 UL 588
UL 588 Sections 15 and 71 Sections 79 Section 7
and SB15
Series-connected lighting product:
With Load Fitting ........c.ccccceeene 20 (Polarized Plug) .......ccoceveveunenne 20 Ibs (smaller than 18 AWG) ....... 20 1
22 (Non-Polarized PlUg) ....cccccevvns | oo 8 2
Without Load Fitting ................ 22 (Polarized Plug) ......... 8 1
22 (Non-Polarized PlUg .....ccccceviens | oo 8 2
Parallel-connected light product:
With or Without Load Fitting ... | 20 (XTW), 18 (all others) ............... 20 Ibs. (20 AWG) ...ocevvveeeieeeeeenn, 20 1
All Polarized Plugs .........ccocceeeuenee. 30 Ibs. (18 AWG). ..oocveveerreiirieenene

E. Risk of Injury
1. Electrocution and Fire Hazards

The preamble to the NPR explained
that consumers can be seriously injured
or killed by electrical shocks or fires if
seasonal and decorative lighting
products are not made using minimum
wire size, sufficient strain reliefs, or
overcurrent protection. 79 FR at 62083—
84. Lighting products that conform to
the minimum wire size requirement in
UL 588 will support the product’s
electrical load without causing
overheating. Additionally, lighting
products that conform to the minimum
wire size requirement provide the
necessary mechanical strength to endure
handling and other forces imposed on a
seasonal lighting product during
expected use of the product. Likewise,
lighting products that conform to the
strain relief requirements in UL 588 will
endure use, including pulling and
twisting the product, without
mechanical damage to the electrical
connections. Damaged electrical

connections, such as broken strands of
copper conductor inside the insulated
wiring, could cause overheating (leading
to a fire), despite overcurrent protection,
or separation of wires from their
terminal connections, which could
expose bare energized conductors
leading to electrical shock. Finally, UL
588’s requirements for overcurrent
protection prevent products from
overheating and melting due to faults,
damage, or excessive loads. Such
failures carry a potential risk of fire.

2. Incident Data

For the NPR, CPSC staff conducted a
search of the Injury or Potential Injury
Database (‘“‘IPII’’), National Electronic
Injury Surveillance System (“NEISS”’),
and the Death Certificate Database
(“DTHS”) for incidents that involved
seasonal and decorative lighting
products reported between 1980 and
May 2014. CPSC staff has updated this
data and found a total of 133 fatal
incidents causing 258 deaths, and 1,405
nonfatal incidents that involved

seasonal and decorative lighting
products that were in-scope and that
occurred between 1980 and 2013.* For
the final rule, staff searched for in-scope
incidents reported from January 2014
through March 2015. CPSC staff found
an additional 25 in-scope incidents that
occurred in 2014, and staff identified
seven incidents that occurred in 2015.
All of the 25 incidents in 2014 were
nonfatal incidents. One of the seven
incidents in 2015 was a fatal incident
that caused one death.

Table 2 shows the annual average
number of incidents for five different
periods for each of the fatal incidents,
deaths, and nonfatal incidents. The 35-
year period is broken up into five, 7-
year periods. Reporting may not be
complete for the most recent period
because sometimes CPSC receives
reports of incidents years after they have
occurred. Note that the average number
of incidents and deaths has declined
over the 35-year period represented in
Table 2. See Tab E of Staff Final Rule
Briefing Package.

TABLE 2—SEASONAL AND DECORATIVE LIGHTING PRODUCT ANNUAL AVERAGE OF FATAL INCIDENTS, DEATHS, AND

NONFATAL INCIDENTS FROM 1980-2014

Fatal incidents

2001-2007 ...

Nonfatal

Deaths incidents
6.7 12.6 54.1
6.3 13.6 40.9
2.9 5.9 37.4
2.3 3.9 38.6
0.9 1.0 33.3

F. Compliance Efforts To Address the
Hazard

As noted in the preamble to the NPR,
in numerous instances, CPSC staff has
considered the absence of one or more
of three readily observable

1 Staff has updated incident data from 1980 to
2013 to include retailer reports.

characteristics (minimum wire size,
sufficient strain relief, and overcurrent
protection) to present a substantial
product hazard and has sought
appropriate corrective action to prevent
injury to the public. 79 FR at 62084.

Since the Commission published the
NPR (from September 2014 to February
2015), CPSC has not conducted any
recalls of seasonal and decorative
lighting products, and identified 11
shipments at import involving a total of
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approximately 37,000 lighting units,
where the seasonal and decorative
lighting products may not comply with
UL 588. See Tab D of Staff Final Rule
Briefing Package.

II. Summary of Comments on the
Proposed Rule and CPSC’s Responses

The Commission received 62
comments and questions in response to
the NPR. Substantive comments from
several manufacturers expressed general
support for the proposed rule, while the
consumer commenters were generally
opposed to the NPR. Commenters who
opposed the rule often appeared to
misunderstand the nature of the
rulemaking, the Commission’s authority
to issue such a rule, and the effect of
such a rule on industry and consumers.
The Commission received one comment
that addressed technical issues
associated with UL 588. We summarize
the comments and the Commission’s
responses below. Three clarifications
were made in the final rule based on the
comments, described in sections I.C and
1.D of this preamble, and in responses to
comments 14, 15, and 18.

A. General Comments

Comment 1: Many commenters
argued that the proposed rule represents
government waste, government
overreach, or would result in a “waste
of money” because the incident data do
not demonstrate a relationship between
the incident data and gaps in the UL
standard.

Response 1: The Commission
disagrees with these commenters. The
CPSC’s mission is to protect consumers
from unreasonable risks of injury or
death from consumer products. The rule
would further this mission by allowing
staff to remove more effectively seasonal
and decorative lighting products from
commerce if these products present a
risk of fire or electrical shock to
consumers. The rule will not result in
waste, nor will the rule increase costs.
In fact, the rule should decrease CPSC’s
costs associated with an existing
practice of determining that seasonal
and decorative lighting products that do
not conform to UL 588 present a defect
that rises to a substantial product
hazard.

Currently, when CPSC staff
encounters seasonal and decorative
lighting products that do not appear to
meet the requirements of UL 588, field
and import staff must collect samples of
the products and send them to CPSC’s
National Product Testing and
Evaluation Center (“NPTEC”) for further
testing. CPSC engineers evaluate and
test the samples and provide their
assessment to Compliance staff.

Compliance staff, relying on CPSC
technical staff’s assessment, makes a
preliminary determination of whether
the product presents a substantial
product hazard. If Compliance staff
makes a preliminary determination of a
substantial product hazard, CPSC staff
informs the manufacturer or importer of
the defective products. Compliance staff
then proceeds to negotiate seizure,
destruction, or a recall (or some
combination of actions) with the firm.
Firms may dispute CPSC staff’s
preliminary determination of a
substantial product hazard for failure to
conform to UL 588, which can add
delay in removing defective products
from the market and increase CPSC
staff’s costs related to supporting a
finding of a substantial product hazard.

When nonconforming seasonal and
decorative lighting products are
identified, CPSC staff must address with
each manufacturer or importer the
missing safety requirements from UL
588 that staff determined created a
substantial product hazard. This process
can be time-consuming and resource
intensive. Congress has provided the
Commission with the ability to
streamline the administrative process of
substantial product hazard
determinations if certain criteria are
met. Section 15(j) of the CPSA allows
the Commission through a rulemaking
to specify for consumer products, or a
class of consumer products,
characteristics whose presence or
absence shall be deemed a substantial
product hazard under section 15(a)(2) of
the CPSA. A “substantial product
hazard” is a defined term in our statute.
Failure to comply with a consumer
product safety rule is one way a product
can present a substantial product hazard
under section 15(a)(1) of the CPSA. A
hazard addressed under section 15(j) is
deemed to be “a product defect which
(because of the pattern of defect, the
number of defective product distributed
in commerce, the severity of the risk, or
otherwise) creates a substantial risk of
injury to the public” under section
15(a)(2).

A rule under section 15(j) of the CPSA
is not a consumer product safety rule.
Further, the Commission is not defining
mandatory requirements for seasonal
and decorative lighting products that
must be tested and certified to a
regulation, as a rule issued under
sections 7 and 9 of the CPSA would
require. The Commission is not required
to provide incident data for a rule under
section 15(j) of the CPSA to demonstrate
“gaps” in the UL standard, because the
rule will not impose additional
requirements on seasonal and
decorative lighting products beyond the

identified three readily observable
characteristics embodied in UL 588.
Instead, the Commission is determining
that seasonal and decorative lighting
products that do not conform to three
elements of the voluntary standard, UL
588, have a product defect that presents
a substantial risk of injury to the public.
A substantial product hazard
determination under section 15(a)(2) of
the CPSA seeks to remove already-
manufactured defective products from
the stream of commerce.

The Commission can only determine
that products that do not conform to a
voluntary standard present a substantial
product hazard under section 15(j) of
the CPSA if four criteria are met:

¢ The characteristics involved must
be “readily observable”’;

e the characteristics must be
addressed by a voluntary standard;

¢ the voluntary standard must be
effective in reducing the risk of injury
associated with the consumer products;
and

¢ there must be substantial
compliance with the voluntary
standard.

Essentially, when a voluntary
standard is working effectively to
reduce a risk of injury to the public, the
Commission can rely on the voluntary
standard and take enforcement action to
remove products from the stream of
commerce when products do not
comply with that voluntary standard.
The purpose of the NPR was to provide
notice to the public that the
Commission believes that UL 588 is an
effective voluntary standard. When
CPSC staff finds products in the stream
of commerce that do not comply with
one or more of three readily observable
safety characteristics, which are defined
in UL 588, the Commission believes that
those products are defective and present
a substantial risk of injury, fire and
electrical shock.

Codifying that the absence of any of
three safety characteristics for seasonal
and decorative lighting products
constitutes a substantial product hazard
should streamline CPSC’s enforcement
efforts. Once the rule is final, CPSC will
no longer need to rely on a staff
preliminary determination of a
substantial product hazard, and re-
address this issue with each importer or
manufacturer in each instance. Instead,
CPSC can rely on the Commission’s
determination of a substantial product
hazard for seasonal and decorative
lighting products that are missing any of
three readily observable characteristics,
and then staff can proceed directly to
negotiating a recall or seizure of the
products without delay. Finally, when
noncompliant lighting products are
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found at the ports, CPSC can rely on the
rule to request that Customs and Border
Protection (“CBP”’) seize the defective
products through its authority under the
Tariff Act. This streamlined process
should reduce Commission staff and the
monetary resources required to prevent
defective products from entering the
market.

Comment 2: Many commenters stated
that existing standards, such as UL
standards, are sufficient in “regulating”
seasonal lights and that the agency did
not provide a rational basis for selecting
seasonal and decorative lighting
products for regulation. Another
commenter opposed codifying the UL
standard, arguing that codifying the
standard would “ossify” the voluntary
standards process and make the UL
standard “‘rigid,” more difficult to
improve, and ultimately make the
public less safe.

Response 2: This proceeding concerns
a rule under section 15(j) of the CPSA
and would not codify UL 588 or any
other standard. Rather, under the rule,
seasonal and decorative lighting
products that do not have specified
characteristics that conform to UL 588
would be considered to present a
substantial product hazard. This means
that such products could be stopped at
the ports or otherwise prevented from
distribution in the United States. The
rule would not replace UL 588 or
“ossify” the standard; rather, the rule
would work in tandem with the UL
standard to help provide safer products
to consumers. If UL revises the
referenced provisions of UL 588 in the
future, the Commission can revise the
rule to reference the updated version.
Pages 62083 and 62084 of the NPR
provided a rational basis for selecting
seasonal and decorative lighting
products. Lighting products that lack
minimum safety characteristics pose a
substantial risk of injury to consumers,
and the Commission has the authority
and obligation to remove such defective
products from the stream of commerce.

Comment 3: One commenter stated
that the NPR violated the
Administrative Procedure Act (“APA”’),
and was “on its face arbitrary and
capricious and without any reasonable
foundation” because no rational basis
was described in the proposed rule for
a new federal regulation on seasonal
and decorative lighting products. Many
commenters indicated that they
considered the rule unnecessary, when
CPSC’s own data demonstrate that the
UL standard appears to be effective at
reducing the risk of injury associated
with seasonal and decorative lighting
products. Some commenters stated that
the proposed rule does not describe a

‘“substantial product hazard” that needs
to be addressed by a regulation, noting
that the UL standard has already
addressed the hazards associated with
seasonal and decorative lighting
products.

Response 3: The commenters appear
to misunderstand the nature and
purpose of the NPR, as well as the
Commission’s authority to issue a rule
under section 15(j) of the CPSA. The
Commission disagrees that the NPR
violated the APA and is arbitrary and
capricious. The NPR provides adequate
rationale for the proposed rule and
meets the requirements of section 553(b)
of the APA, which requires that a
proposed rule:

¢ Be published in the Federal
Register;

e provide a statement of the time,
place, and nature of public rule making
proceedings;

o reference the legal authority under
which the rule is proposed; and

e provide either the terms or
substance of the proposed rule or a
description of the subjects and issues
involved.

As discussed in the NPR, seasonal
and decorative lighting products have a
history of causing deaths and injury.
However, the Commission agrees with
the commenters that UL 588 effectively
addresses the risks caused by
insufficient wire size, inadequate strain
relief, and lack of overcurrent
protection. UL 588 addresses these
issues because the absence of these
minimum safety characteristics poses a
risk of injury, fire, and electric shock to
consumers. The Commission’s 15(j) rule
recognizes that products that do not
conform to UL 588 regarding minimum
wire size, sufficient strain relief, and
overcurrent protection, present a
substantial product hazard.

A rule under section 15(j) of the CPSA
is not a consumer product safety rule,
but rather, is a Commission
determination of a substantial product
hazard. No injury data are required to
find that a product presents a
substantial product hazard under
section 15(a)(2) of the CPSA. Instead,
under section 15(a)(2), products are
evaluated for defects that have the
potential to cause a substantial risk of
injury to the public. Even if the
Commission has no reported injuries,
the Commission could still find that a
product has a defect which creates a
substantial risk of injury to the public.

Comment 4: One commenter stated
that CPSC misused the data cited in the
proposed rule, making three
fundamental errors:

e Implicitly assuming that no older
versions of lighting products

manufactured before 2000 are in use,
which CPSC allegedly uses to show that
UL is only partially effective. The
commenter asserts that lighting
products are used for many years;

e failing to show any recent deaths or
injuries since 2000 when UL was
allegedly last updated; and

e failing to show that any deaths
associated with lighting products were
caused by product defects related to the
three properties that the UL standards
address (safe wire size, safety fuse, and
strain protection).

The commenter stated that the
proposed rule provides no rational basis
for assuming that any residual hazard
related to the UL standards exists.

Response 4: This commenter also
seems to misunderstand the 15(j) rule.
The data presented in the NPR are
intended to demonstrate the
effectiveness of the voluntary standard,
UL 588, not that additional regulation is
necessary because UL 588 is only
partially effective.

Comment 5: One commenter
requested confirmation that current
certification markings from UL, Intertek
Co (“ETL”), or the GSA Group, or
products carrying a listing, are
considered to be in conformance with
these requirements and the proposed
rule does not require any paperwork,
such as certificates or permits.

Response 5: The Commission agrees
that, unless an importer or retailer has
reason to believe that UL, ETL, or CSA
certification markings are counterfeit,
such marks should indicate compliance
with UL 588. Because a rule under
section 15(j) of the CPSA is not a
consumer product safety rule, a final
rule will not impose additional
paperwork such as certificates of
compliance on importers or
manufacturers.

Comment 6: One commenter
questioned the definition of “readily
observable,” and two commenters
questioned whether all three readily
observable characteristics need to be
met.

Response 6: All three readily
observable characteristics on a seasonal
and decorative lighting product must be
in conformance with UL 588. Under the
rule, if one or more characteristics are
missing, the product presents a
substantial product hazard under
section 15(a)(2) of the CPSA.

The Commission has not defined the
term ‘‘readily observable,” preferring
instead to evaluate the concept on a
case-by-case basis. The proposed rule
states:

The Commission did not define a “readily
observable” characteristic in either [previous]
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rule. In the proposed drawstring rule (75 FR
27497, 27499, May 17, 2010), the
Commission found that the requirements
detailed in the relevant voluntary standard
could be evaluated with “simple
manipulations of the garment, simple
measurements of portions of the garments,
and unimpeded visual observation.” The
Commission stated: “more complicated or
difficult actions to determine the presence or
absence of defined product characteristics
also may be consistent with ‘readily
observable.”” Finally, the Commission stated
its intent to evaluate ‘“‘readily observable”
characteristics on a case-by-case basis.

75 FR at 27499. The Commission
considers the three characteristics of
seasonal and decorative lighting
products described in the rule to be
readily observable, consistent with the
Commission’s previous statement.

Comment 7: One commenter
questioned how CPSC will enforce the
requirements for imported products that
are proposed in the NPR.

Response 7: The Commission
anticipates continuing the existing
enforcement policy at ports of entry and
at retail outlets, at least in the near
future. Currently, CPSC identifies
seasonal lighting products that lack
certification marks or that appear to
have irregular or counterfeit
certification marks or that have other
characteristics that might suggest
noncompliance with applicable
standards. After adoption of the rule,
CPSC would evaluate such products to
assess whether the products meet all
three readily observable safety
characteristics. If the products do not
meet every one of the three readily
observable safety characteristics, CPSC
generally anticipates requesting that
CBP detain the product if offered for
importation. Additionally, CPSC
practice is to inform the manufacturer or
importer of the defect. Depending on the
facts and circumstances, other legally-
authorized measures may be taken.

Comment 8: One commenter asked
whether the readily observable
characteristics apply to both indoor and
outdoor seasonal and decorative lighting
products.

Response 8: The rule applies to both
indoor and outdoor seasonal and
decorative lighting products. The three
readily observable characteristics are
independent of the environment for
which the products are rated.

Comment 9: Some commenters
generally opposed the NPR, stating
reasons such as the “lie of global
warming,” limiting electrical power
consumption by consumers, or that
CPSC should regulate other types of
products.

Response 9: These comments are out
of scope for this rulemaking.

B. Comments on Economic Issues

Comment 10: To demonstrate the
potential safety benefits of the proposal,
one commenter who supported the NPR
suggested that the CPSC estimate the
societal costs of fires and electrocutions
associated with holiday and seasonal
lights. Several commenters opposing the
proposed rule stated that the likely
safety benefits of the proposal would be
small.

Response 10: The estimated numbers
and societal costs of deaths, injuries,
and property damage associated with
seasonal and decorative lighting-related
fires and electrocutions are very small,
and generally, the numbers have
declined to near zero in recent years,
consistent with safety improvements
made over time to the voluntary
standard, UL 588. The rule is not
designed to yield further safety benefits;
rather, the rule would maintain the
current high level of safety and help
prevent distribution of nonconforming,
seasonal and decorative lighting
products that present a substantial
product hazard.

Comment 11: Eleven consumer
commenters opposing the proposed rule
stated that the rule could impose
compliance costs on industry, and that
any such costs should be weighed
against the minimal likely safety
benefits of a rule. One commenter stated
that the proposed rule failed to
adequately address the full scope of the
legal and financial impacts of the
regulation. Four commenters suggested
that cost increases would result in retail
price increases. One commenter asked
whether the CPSC could justify
“millions of dollars” in costs.

Response 11: The final rule does not
impose any new design, manufacturing,
testing, certification, reporting, labeling,
or other cost burdens on industry.
Rather than add “millions of dollars,” as
the commenter posited, because the rule
is predicated on an existing voluntary
standard, the cost of the rule should be
essentially zero. In the NPR, the
Commission estimated that the level of
conformance to the existing voluntary
standard is well in excess of 90 percent.
The Commission has identified very few
nonconforming seasonal and decorative
lighting products on the market, even
among the lowest-priced products.
Thus, no significant wholesale or retail
price increases are likely to occur as a
result of finalizing the rule. To the
extent that any importers market
nonconforming seasonal and decorative
lighting products, these firms could
incur minimal costs of up to a few cents
per typical 50-light string to incorporate
the correct wire size, proper strain

relief, and overcurrent protection.
Nonconforming goods, however, are
already subject to CPSC enforcement
action, including recall, seizure, or
forfeiture upon importation. Thus,
because no changes to products or
importation practices will be needed,
the rule will likely have little, if any,
impact on costs or consumer choice.

As noted previously, the final rule
will create efficiencies for the agency’s
enforcement programs.

Comment 12: One commenter
opposed to the NPR asserted that a
CPSC rule would be duplicative of other
existing regulations (presumably
referring to the voluntary standard),
thereby impacting costs and consumer
choices.

Response 12: The final rule designates
as a substantial product hazard any
seasonal and decorative lighting
products that do not conform to three
elements of the existing voluntary
standard, UL 588. This is consistent
with current CPSC enforcement
practice. The rule will impose no new
requirements or cost burdens on
industry. Similarly, because no products
will have to be discontinued or
withdrawn from the market, the final
rule will not affect consumer choice.

Comment 13: One commenter
opposed to the NPR questioned whether
the proposed rule would maintain ““fair
and equitable market access for trade
partners,” and whether the Commission
had explored less restrictive regulatory
alternatives.

Response 13: The final rule is not
expected to deny or restrict market
access in any way. All known products
subject to a final rule are imported.
Because virtually all such products are
estimated to conform to the voluntary
standard already, no new restrictions on
importation into the United States will
occur. Any noncomplying products will
be subject to CPSC enforcement action.
This has been the case in the past, and
this will continue to be the CPSC’s
practice even without the rule. No
regulatory alternatives exist that would
be less restrictive to industry. Under the
rule, business practices will not have to
change, and therefore, no restrictions on
trade will result.

C. Technical Comments

Comment 14: One commenter asked
the Commission to affirm that the
proposed rule would not apply to the
following:

e Battery-operated products.

¢ Solar-powered products (either
direct powered solar, or one with a
storage system that is used when the
sun is not out, such as a rechargeable
battery to power the lights).
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e Transformer or low-voltage power
supplied products, such as adaptor-
powered products that use a low voltage
Class 2 power source or ITE power
source, that are third party certified by
an NRTL lab.

¢ Flexible Lighting Products, as
covered in the scope of UL 2388
(described as ““Flexible Tube Lighting
Strings” in the proposed rule).

Response 14: The Commission agrees
with the commenter that the scope of
the rule is not intended to include the
types of products listed above. Section
1120.2(d) of the final rule already states
that battery-operated products, products
that operate from a transformer or low-
voltage power supply; flexible tube
lighting [clarified in response 15 below]
intended for illumination; and portable
electric lamps that are used to
illuminate seasonal decorations are all
outside the scope the rule. Products
listed as out of scope are excluded
because they are not subject to the same
types of hazards as products within the
scope of the rule; or, such products are
not subject to UL 588, but rather, are
subject to a different voluntary standard.
The definition in § 1120.2(d) of the final
rule has been clarified to state that solar-
powered lights are not within the scope
of the rule because solar-powered
seasonal lights are not connected to a
120 volt branch circuit and do not
present the same risk of injury of shock
and fire. Thus, § 1120.2(d) of the final
rule now lists ““solar-powered products”
as outside the scope of the final rule.

Comment 15: One commenter stated
that the proposed rule should clarify
which products are addressed by the
term ‘‘flexible tube lighting strings”
because CPSC could be excluding
products that should fall within the
scope of the rule, as they are addressed
in UL 588. The commenter stated that
use of the term “flexible tube lighting
strings” could describe a UL 588-
covered product connected directly
across a 120V supply that uses a
standard string of lights placed inside a
rigid or flexible tube. The commenter
suggested changing the term “flexible
tube lighting strings” to “flexible
lighting products,” in accordance with
the scope of ANSI/UL 2388, Sections 1.1
and 1.2 and add “Flexible Lighting
Products that conform with the ANSI/
UL 2388 scope and definitions” to the
“Rope, tube, . . ..” listing in- “out-of-
scope” products.

Response 15: The Commission agrees
that the term “‘flexible tube lighting
strings” could be misconstrued to
exempt some products that are covered
by UL 588. Accordingly, the definition
of ““seasonal and decorative lighting
products” in § 1120.2(d) of the final rule

has been changed from the phrase
“flexible tube lighting strings of lights
intended for illumination” to the phrase
“flexible lighting products incorporating
non-replaceable series and series/
parallel connected lamps enclosed
within a flexible polymeric tube or
extrusion” to describe out-of-scope
lighting products. The Commission
believes that this language, taken from
UL 2388, the voluntary standard that
applies to flexible lighting, will clarify
that flexible lighting products subject to
UL 2388 are not within the scope of the
rule. This clarification is not intended to
alter the scope of products covered by
the rule; the revision merely clarifies
that flexible tube lighting products
covered by UL 2388 are not within the
scope of the rule.

Comment 16: One commenter asked
for confirmation that seasonal and
decorative lighting products that are
third party certified to ANSI/UL 588 by
a Nationally Recognized Testing
Laboratory (“NRTL”), such as UL, CSA,
or ETL, “would be considered in
compliance with this rule and would
not require further review.”
Additionally, the commenter requested
confirmation that products such as a
pre-lit artificial tree, or a pre-lit artificial
wreath, as long as the decorative
lighting (for example, a 120V cord
connected incandescent or LED light
string that is series or parallel connected
and has push in, screw in or non-
replaceable bulbs) is third party
certified by an NRTL (such as UL, CSA,
or ETL) to ANSI/UL 588, are considered
to be in compliance with the proposed
rule and would not require further
review, even if the entire pre-lit
artificial tree or wreath, as a whole with
lights, is not UL, CSA, or ETL certified.

Response 16: According to the
Occupational Health and Safety
Administration (“OSHA”), an NRTL is a
private sector organization recognized
by OSHA to perform required product
certification to electrical standard
requirements:

Each NRTL has a scope of test standards that
they are recognized for, and each NRTL uses
its own unique registered certification
mark(s) to designate product conformance to
the applicable product safety test standards.
After certifying a product, the NRTL
authorizes the manufacturer to apply a
registered certification mark to the product.
If the certification is done under the NRTL
program, this mark signifies that the NRTL
tested and certified the product, and that the
product complies with the requirements of
one or more appropriate product safety test
standards. Users of the product can generally
rely on the mark as evidence that the product
complies with the applicable OSHA approval
requirement(s) and is safe for use in the
workplace.

OSHA’s Web site as of February 23,
2015 (https://www.osha.gov/dts/otpca/
nrtl/).

The Commission interprets the
comment to suggest that if a product has
a mark indicating certification by an
NRTL, CPSC should consider the
product to be compliant with the
applicable provisions of UL 588 and not
conduct any further review of the
product. The Commission believes that
products that are legitimately listed to
UL 588 by an NRTL are likely to be in
compliance with UL 588 and not likely
to present a substantial product hazard.
However, because such marks are
sometimes counterfeit, CPSC will use
product labeling as but one factor in its
decision process when determining
which products to investigate for
compliance.

Regardless of labeling, CPSC may
evaluate any electrical product for
whether it poses a substantial product
hazard. For example, CPSC staff’s
existing practice is to evaluate products
at the ports to assess whether they
present a substantial product hazard,
and non-compliance to a relevant
voluntary standard may provide
evidence of a hazard. Even if electrical
products are not subject to a rule under
section 15(j) of the CPSA, CPSC field
staff can collect samples of non-
conforming products and send them to
CPSC'’s lab, NPTEC, for further testing
and evaluation.

Comment 17: The commenter asked
why “unlighted ornaments that replace
a push-in mini-bulb”’ are exempt from
this rule, suggesting that these
ornaments have the same fire and shock
hazard as ornaments that are lighted,
have the same strain relief and wire
gauge requirements as lighted
ornaments in UL 588, and should be
treated as in-scope. He added that the
only difference between lighted and
unlighted ornaments of this type is that
they are not required by UL 588 to have
fusing.

Response 17: Table 1 in the NPR
provided a non-exhaustive list of
examples of lighting products that fall
within, and outside of, the scope of the
proposed rule. Ornaments that replace a
push-in mini-bulb do not fall within the
definition of products in § 1120.2(d) of
the rule because these products do not
have 120 volt input ratings.
Additionally, in the experience of CPSC
staff, ornaments, regardless of whether
they are lighted or unlighted (including
motorized and electronic items), have
not presented the same hazard as
products within the scope of the rule. In
fact, CPSC has not found any such
products in its archives to present a
substantial product hazard.
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Comment 18: One commenter pointed
out a typographical error in section II of
the NPR, item 2, on page 62085,
“Sufficient Strain Relief,” of the
preamble. The commenter states the
correct reference for the method of
strain relief testing demonstrated in the
NPR should be section SB15 instead of
section SB16, which also changes the
strain relief load cited in Table 2 from
24 1b. weight to a 20 lb. weight. The
commenter also suggested changing the
reference of section 79 to paragraph 79.2
in section II of the NPR, item 2, on page
62085 because of the method of testing
demonstrated in the NPR. In addition,
the commenter noted that the testing
method in section II of the NPR, item 2,
on page 62085, “Sufficient Strain
Relief,” is vague and unrepeatable by
specifying that wire is not allowed to
“stretch,” as the wire will normally
stretch in this test. UL 588 specifies that
the wire not stretch more than /16” at
the entry point of the wire to the
lampholder, not that the wire below that
point cannot stretch.

Response 18: The Commission agrees
with the commenter with regard to the
correct citation for strain relief
requirements, and has revised the
citation to UL 588 in §1120.3(c)(2)
regarding strain relief in the final rule to
incorporate section SB15 of UL 588,
instead of section SB16. We have also
published a corrected version of the
Table summarizing requirements from
UL 588 in the preamble to the final rule,
Table 1 in section I.D of this preamble.
Table 1 updates the strain relief load
from 24 lbs. to 20 lbs. and references
SB15 instead of SB16. The Commission
declines to revise the Table 1 to include
paragraph 79.2, because the strain relief
method called out in section 79 of UL
588 includes paragraph 79.2.

In the NPR, the Commission
summarized the failure criteria for strain
relief to demonstrate that strain relief is
readily observable by hanging the
appropriate weight and evaluating the
results. However, the regulation text
adopts the specific requirements for
strain relief in UL 588. Section
1120.3(c)(2) specifies that sufficient
strain relief requirements are according
to UL 588 sections 15, 71, 79, and SB15
(changed from SB16 to SB 15). Although
the cord is allowed to “stretch” within
limits as permitted by UL 588 during
the strain relief test, CPSC staff’s
experience in observing non-conforming
seasonal and decorative lighting
products is that such non-complying
products, in an overwhelming majority
of observations, tend to be constructed
in a way that they fail catastrophically—
the conductors shred apart, with

individual strands stretching to their
breaking points.

Comment 19: One commenter stated
that, in Section II of the NPR, the
measurement of wire size (“AWG”) as
shown in Picture 3 is not a very accurate
method of measurement and is intended
for solid core wire, not stranded as
required to be used in decorative
lighting strings covered by UL 588. The
commenter is concerned that using a
wire gauge with stranded wire can give
false positives for undersized wire, or
false negatives for properly sized wires,
depending on twisting and other
relevant factors. The commenter states
that the ANSI UL wire standard uses a
different method of determining wire
size by measuring the circular mil area.
While the wire gauge method may be
sufficient to determine the initial need
for further examination, the commenter
states, it should not be used as the final
determination for undersize wiring.

Response 19: The final rule
incorporates by reference the minimum
wire size requirements in section 6 of
UL 588. Section 6 of UL 588 does not
state a method for determining or
measuring the wire size. Accordingly,
the rule does not require any particular
test; it requires compliance with section
6 of UL 588 with regard to minimum
wire size. The NPR provided an
example of one method for measuring
wire size.

The purpose of providing a picture of
measuring minimum wire size in the
NPR was not to favor one method of
measuring wire size over another, but to
demonstrate that wire size is readily
observable through a direct
measurement of the wire. The
Commission acknowledges that other
methods of directly measuring wire size
exist that also can be done quickly and
easily. The Commission notes that CPSC
staff’s experience in observing
nonconforming seasonal and decorative
lighting products demonstrates that
such products typically fall short of
conformance to wire size by a large
margin, regardless of the method used to
determine compliance with section 6 of
UL 588.

III. Information Supporting Substantial
Product Hazard Determination

A. Defined Characteristics Are Readily
Observable and Addressed by UL 588

Sections 6, 7, 15, 71, 79, and SB15 of
UL 588 set forth the requirements for
the three readily observable
characteristics in the final rule:
minimum wire size, sufficient strain
relief, and overcurrent protection. Table
1 in section I.D of this preamble
summarizes the technical requirements

for the three readily observable
characteristics in UL 588. The final rule
deems the absence of any one of these
characteristics to be a substantial
product hazard under section 15(a)(2) of
the CPSA. The preamble to the NPR set
forth information to support a finding
that minimum wire size, sufficient
strain relief, and overcurrent protection,
are readily observable characteristics
from UL 588. See 79 FR 62084—86. We
summarize and update that information
here.

1. Minimum Wire Size

Section 6 of UL 588 requires that
series-connected lighting products have
a minimum wire size of 20 or 22 AWG,
depending on whether the lighting
product has a load fitting, and whether
the plug is polarized. Minimum wire
size, as required in section 6 of UL 588,
is a readily observable characteristic of
seasonal and decorative lighting
products that can be observed visually
by taking a measurement of the
product’s bare wire. 79 FR 62084-85.

2. Sufficient Strain Relief

Sections 15, 71, 79, and SB15 of UL
588 set forth the requirements for
sufficient strain relief in seasonal and
decorative lighting products. Strain
relief is observed in several locations: At
the plugs and load fittings, as well as at
the lampholders. Sufficient strain relief,
as required in sections 15, 71, 79, and
SB15 of UL 588, is a readily observable
characteristic of seasonal and decorative
lighting products that can be
determined by suspending the
applicable load from the plug, load
fitting, or lampholder, and by observing
for conformance with SB15 of UL 588.
79 FR at 62085—86.

3. Overcurrent Protection

Section 7 of UL 588 specifies
overcurrent protection for every
seasonal and decorative lighting
product. Lighting products must contain
at least one fuse if the plug is polarized
(parallel-connected strings must have a
polarized plug) or two fuses if the plug
is not polarized. Overcurrent protection,
as required in section 7 of UL 588, is a
readily observable characteristic of
seasonal and decorative lighting
products that can be determined by a
visual observation of whether the
lighting product has a fuse holder
containing the correct number of fuses.
79 FR at 62086.

B. Conformance to UL 588 Has Been
Effective in Reducing the Risk of Injury

Conformance to sections 6, 7, 15, 71,
79, and SB15 of UL 588, as summarized
in Table 1 in section I.D of this
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preamble, has been effective in reducing
the risk of injury from shock and fire
associated with below-minimum wire
size, insufficient strain relief, and lack
of overcurrent protection. CPSC’s
incident data demonstrate that
conformance to UL 588 has coincided
with, and may have contributed to, a
decline in the risk of injury associated
with seasonal and decorative lighting
products.

The preamble to the NPR reviewed
the reported death and nonfatal incident

data from 1980 through 2013, which
demonstrated a decline during that
period. See 79 FR at 62086—87. On
January 1, 1997, UL 588’s requirements
for overcurrent protection and
minimum wire size took effect; and the
current strain relief requirement has
been in effect since 1994. Table 3 lists
the incidents associated with seasonal
and decorative lighting products for the
periods 1980-1996 and 2000-2014. The
years from 1997 to 1999 would have

been transitional years, where older
products in consumer homes were being
replaced with light strings incorporating
the January 1, 1997 changes (minimum
wire size and overcurrent protection) in
the UL standard. The average number of
deaths per year and the average number
of nonfatal incidents per year were
higher before 1997, and the numbers
dropped after 1999. See Tab E of Staff
Final Rule Briefing Package.

TABLE 3—INCIDENTS ASSOCIATED WITH SEASONAL AND DECORATIVE LIGHTING PRODUCTS

Period 1980-1996 2000-2014
DALNS .. e b et E e h et b e b et e b e sae et e e et b e b e e nan e e te e e bt reeeane s 202 45
[N ToT gy == U T T [=T o £ TSP 762 545
AVErage DEANS PEI YEAI ....cocuiiiiiiitie ettt ettt s e bt a e e bt ettt b e e nae e ene e 11.9 3.0
Average Nonfatal INCIAENTS PEI YA .....c..eiiiieiii ittt ettt b et e e sbe e sbeesbe e eabeesaneebeenans 44.8 36.3

C. Lighting Products Substantially
Comply With UL 588

The Commission has not articulated a
bright-line rule for substantial
compliance. Rather, in the rulemaking
context, the Commission has stated that
the determination of substantial
compliance should be made on a case-
by-case basis. Seasonal and decorative
lighting products’ compliance with UL
588 is “‘substantial,” as that term is used
in section 15(j) of the CPSA. The
Commission estimates that a majority of
seasonal and decorative lighting
products, well in excess of 90 percent,
sold for consumer use in the United
States, likely conforms to UL 588. See
79 FR at 62088. Since issuing the NPR,
CPSC has not received any information
in the comments, or otherwise, that
would change the estimated level of
compliance with UL 588.

IV. Description of the Rule

The rule regarding seasonal and
decorative lighting products creates two
new paragraphs in part 1120: one
defines the products covered by the rule
and the other states the characteristics
that must be present for the products
not to present a substantial product
hazard.

Definition. Section 1120.2(d) defines a
“seasonal and decorative lighting
product” as portable, plug-connected,
temporary-use lighting products and
accessories that have a nominal 120 volt
input voltage rating. Lighting products
within the scope of the rule are factory-
assembled with push-in, midget- or
miniature-screw base lampholders
connected in series or with candelabra-
or intermediate-screw base lampholders
connected in parallel, directly across the
120 volt input. Such lighting products

include lighted decorative outfits, such
as stars, wreathes, candles without
shades, light sculptures, blow-molded
(plastic) figures, and animated figures.
Lighting products outside the scope of
the rule include: battery-operated
products; solar-powered products;
products that operate from a transformer
or low-voltage power supply; flexible
lighting products incorporating non-
replaceable series and series/parallel
connected lamps enclosed within a
flexible polymeric tube or extrusion;
and portable electric lamps that are used
to illuminate seasonal decorations.

This definition is adapted from
descriptions of lighting products
defined in section 1 of UL 588. Lighting
products within the scope of the rule are
typically used seasonally (temporarily)
and provide only decorative lumination.
The products typically are displayed for
a relatively short period of time, and
then the lighting products are removed
and stored until needed again. Lighting
products that are excluded from the
scope of the rule are subject to different
voluntary standards or do not present
the same risk of injury.

Substantial product hazard list.
Section 1120.3(c) states that seasonal
and decorative lighting products that do
not conform to one or more of the
following characteristics required in
sections 6, 7, 15, 71, 79, and SB15 of UL
588 are deemed substantial product
hazards under section 15(a)(2) of the
CPSA:

(1) Minimum wire size requirements
in section 6 of UL 588;

(2) sufficient strain relief
requirements in sections 15, 71, 79, and
SB15 of UL 588; or

(3) overcurrent protection
requirements in section 7 of UL 588.

Standards incorporated by reference.
Additionally, at the request of the Office
of the Federal Register (“OFR”), the
Commission is making a technical
amendment to part 1120. This technical
amendment adds a new section, 1120.4,
listing all of the incorporations by
reference (“IBR”) for products added to
the substantial product hazard list.
Thus, the IBR for hand-supported hair
dryers and draw strings on children’s
upper outwear is moved from §1120.3
to the new § 1120.4. No substantive
change is being made to the rule
regarding hand-supported hair dryers or
drawstrings on children’s upper
outerwear. The IBR for seasonal and
decorative lighting products is also
included in the new §1120.4.

Incorporation by reference. The OFR
has regulations concerning
incorporation by reference. 1 CFR part
51. The OFR recently revised these
regulations to require that, for a final
rule, agencies must discuss, in the
preamble of the rule, ways that the
materials the agency incorporates by
reference are reasonably available to
interested persons and how interested
parties can obtain the materials. In
addition, the preamble of the rule must
summarize the material. 1 CFR 51.5(b).

In accordance with the OFR’s
requirements, this preamble summarizes
the relevant provisions of UL 588. Table
1 in section I.D of this preamble
summarizes the requirements of UL 588.
Interested persons may purchase a copy
of UL 588 from UL either through UL’s
Web site, www.UL.com, or by mail at the
address provided in the rule. A copy of
the standard also can be inspected at the
CPSC’s Office of the Secretary, U.S.
Consumer Product Safety Commission,
or at NARA, as provided in the rule.
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V. Commission Determination That
Seasonal and Decorative Lighting
Products That Lack Any One of Three
Readily Observable Characteristics
Present a Substantial Product Hazard

To place a product (or class of
products) on the list of substantial
product hazards pursuant to section
15(j) of the CPSA, the Commission must
determine that: (1) The characteristics
involved are “readily observable’’; (2)
the characteristics are addressed by a
voluntary standard; (3) the voluntary
standard is effective in reducing the risk
of injury associated with the consumer
products; and (4) products are in
substantial compliance with the
voluntary standard. Accordingly, based
on the information provided in this
preamble, for seasonal and decorative
lighting products, the Commission
determines that:

e Minimum wire size, sufficient
strain relief, and overcurrent protection
are all readily observable characteristics
of seasonal and decorative lighting
products. Measurement of minimum
wire size and sufficient strain relief can
be visually observed, and the presence
of overcurrent protection can be visually
observed;

e minimum wire size, sufficient
strain relief, and overcurrent protection
in seasonal and decorative lighting
products are addressed by a voluntary
standard, UL 588. Minimum wire size is
addressed in section 6 of UL 588.
Sufficient strain relief is addressed in
sections 15, 71, 79, and SB15 of UL 588.
Overcurrent protection is addressed in
section 7 of UL 588;

¢ conformance to UL 588 has been
effective in reducing the risk of injury
from shock and fire associated with
seasonal and decorative lighting
products. From 1980 to 1996, the
reported average number of deaths per
year was 11.9, and the reported average
number of nonfatal incidents per year
was 44.8. After changes to the UL
standard, from 2000 to 2014, the
reported average number of deaths
dropped to 3.0, and the reported average
number of nonfatal incidents per year
dropped to 36.3. Although decreasing
numbers of death and injury may be a
result of several factors, conformance
with UL 588 coincided with, and likely
contributed to, the decline in deaths and
injuries associated with seasonal and
decorative lighting products; and

¢ seasonal and decorative lighting
products sold in the United States
substantially comply with UL 588. We
estimate that more than 90 percent of
seasonal and decorative lighting
products for sale in the United States
comply with the minimum wire size,

sufficient strain relief, and overcurrent
protection provisions in UL 588.

VI. Effect of the 15(j) Rule

Section 15(j) of the CPSA allows the
Commission to issue a rule specifying
that a consumer product or class of
consumer products has characteristics
whose presence or absence creates a
substantial product hazard. A rule
under section 15(j) of the CPSA is not
a consumer product safety rule, and
thus, does not create a mandatory
standard that triggers testing or
certification requirements under section
14(a) of the CPSA.

Although a rule issued under section
15(j) of the CPSA is not a consumer
product safety rule, placing a consumer
product on the substantial product
hazard list in 16 CFR part 1120 has
some ramifications. A product that is or
has a substantial product hazard is
subject to the reporting requirements of
section 15(b) of the CPSA, 15 U.S.C.
2064(b). A manufacturer, importer,
distributor, or retailer that fails to report
a substantial product hazard to the
Commission is subject to civil penalties
under section 20 of the CPSA, 15 U.S.C.
2069, and possibly to criminal penalties
under section 21 of the CPSA, 15 U.S.C.
2070.

A product that is or contains a
substantial product hazard is also
subject to corrective action under
sections 15(c) and (d) of the CPSA, 15
U.S.C. 2064(c) and (d). Thus, a rule
issued under section 15(j) for seasonal
and decorative lighting allows the
Commission to order that a
manufacturer, importer, distributor, or
retailer of lighting products that do not
contain one or more of the three readily
observable characteristics to offer to
repair or replace the product, or to
refund the purchase price to the
consumer.

A product that is offered for import
into the United States and is or contains
a substantial product hazard shall be
refused admission into the United States
under section 17(a) of the CPSA, 15
U.S.C. 2066(a). Additionally, CBP has
the authority to seize certain products
offered for import under the Tariff Act
of 1930 (19 U.S.C. 1595a) (“Tariff Act”),
and to assess civil penalties that CBP, by
law, is authorized to impose. Section
1595a(c)(2)(A) of the Tariff Act states
that CBP may seize merchandise, and
such merchandize may be forfeited if:
“its importation or entry is subject to
any restriction or prohibition which is
imposed by law relating to health,
safety, or conservation and the
merchandise is not in compliance with
the applicable rule, regulation, or
statute.”

VII. Regulatory Flexibility Act Analysis

The Regulatory Flexibility Act
(“RFA”) requires that proposed and
final rules be reviewed for the potential
economic impact on small entities,
including small businesses. 5 U.S.C.
601—612. In the preamble to the
proposed rule (79 FR at 62089) the
Commission stated that the rule will not
have a significant impact on a
substantial number of small entities.
This statement was based on CPSC
staff’s review of the roughly 500
companies that import seasonal and
decorative lighting products into the
United States, finding that a very high
percentage, probably in excess of 90
percent of lighting products sold in the
United States, already conform to UL
588. Although the Commission received
comments stating that a rule would
increase costs for manufacturers and
consumers, none of the commenters
included any data to support their
contention. CPSC has not found any
data that would alter the analysis
provided in the NPR. Accordingly, the
Commission finds that the rule will not
have a significant impact on a
substantial number of small businesses.

VIII. Environmental Considerations

Generally, the Commission’s
regulations are considered to have little
or no potential for affecting the human
environment, and environmental
assessments and impact statements are
not usually required. See 16 CFR
1021.5(a). The final rule to deem
seasonal and decorative lighting
products that do not contain one or
more of three readily observable
characteristics to be a substantial
product hazard will not have an adverse
impact on the environment and is
considered to fall within the
“categorical exclusion” for the purposes
of the National Environmental Policy
Act. 16 CFR 1021.5(c).

IX. Paperwork Reduction Act

The rule does not require any
stakeholder to create, maintain, or
disclose information. Thus, no
paperwork burden is associated with
this final rule, and the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520) does not apply.

X. Preemption

A rule under section 15(j) of the CPSA
does not establish a consumer product
safety rule. Accordingly, the preemption
provisions in section 26(a) of the CPSA,
15 U.S.C. 2075(a), do not apply to this
rule.
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XI. Effective Date

The preamble to the proposed rule
stated that a final rule deeming that any
seasonal and decorative lighting product
that does not conform to sections 6, 7,
15, 71, 79, and SB15 of UL 588 with
regard to minimum wire size, sufficient
strain relief, and overcurrent protection
is a substantial product hazard would
take effect 30 days after publication of
the rule in the Federal Register. We
received no comments on the effective
date. Accordingly, the final rule will
apply to seasonal and decorative
lighting products imported or
introduced into commerce on June 3,
2015.

List of Subjects in 16 CFR Part 1120

Administrative practice and
procedure, Clothing, Consumer
protection, Household appliances,
Imports, Incorporation by reference,
Infants and children, Lighting.

For the reasons stated above, and
under the authority of 15 U.S.C. 2064(j),
5 U.S.C. 553, and section 3 of Public
Law 110-314, 122 Stat. 3016 (August
14, 2008), the Consumer Product Safety
Commission amends 16 CFR part 1120
to read as follows:

PART 1120—SUBSTANTIAL PRODUCT
HAZARD LIST

m 1. The authority citation for part 1120
continues to read as follows:

Authority: 15 U.S.C. 2064(j).

m 2.In §1120.2, add paragraph (d) to
read as follows:

§1120.2 Definitions.
* * * * *

(d) Seasonal and decorative lighting
product means portable, plug-
connected, temporary-use lighting
products and accessories that have a
nominal 120 volt input voltage rating.
Lighting products within the scope of
the rule are factory-assembled with
push-in, midget- or miniature-screw
base lampholders connected in series or
with candelabra- or intermediate-screw
base lampholders connected in parallel,
directly across the 120 volt input. Such
lighting products include lighted
decorative outfits, such as stars,
wreathes, candles without shades, light
sculptures, blow-molded (plastic)
figures, and animated figures. Lighting
products outside the scope of the rule
include: Battery-operated products;
solar-powered products; products that
operate from a transformer or low-
voltage power supply; flexible lighting
products incorporating non-replaceable
series and series/parallel connected
lamps enclosed within a flexible

polymeric tube or extrusion; and
portable electric lamps that are used to
illuminate seasonal decorations.

m 3.In § 1120.3, republish the
introductory text, revise paragraphs (a)
and (b)(1), and add paragraph (c), to
read as follows:

§1120.3 Products deemed to be
substantial product hazards.

The following products or class of
products shall be deemed to be
substantial product hazards under
section 15(a)(2) of the CPSA:

(a) Hand-supported hair dryers that
do not provide integral immersion
protection in compliance with the
requirements of section 5 of UL 859, or
section 6 of UL 1727 (incorporated by
reference, see §1120.4).

(b)(1) Children’s upper outerwear in
sizes 2T to 16 or the equivalent, and
having one or more drawstrings, that is
subject to, but not in conformance with,
the requirements of ASTM F 1816-97
(incorporated by reference, see
§1120.4).

* * * * *

(c) Seasonal and decorative lighting
products that lack one or more of the
following characteristics in
conformance with requirements in
sections 6, 7, 15, 71, 79, and SB15 of UL
588 (incorporated by reference, see
§1120.4):

(1) Minimum wire size requirements
in section 6 of UL 588;

(2) Sufficient strain relief
requirements in sections 15, 71, 79, and
SB15 of UL 588; or

(3) Overcurrent protection
requirements in section 7 of UL 588.

m 4. Add § 1120.4 to read as follows:

§1120.4 Standards incorporated by
reference.

(a) The standards required in this part
are incorporated by reference (“IBR”)
into this section with the approval of
the Director of the Federal Register
under 5 U.S.C. 552(a) and 1 CFR part 51.
You may inspect all approved material
at the Office of the Secretary, U.S.
Consumer Product Safety Commission,
Room 820, 4330 East West Highway,
Bethesda, MD 20814, telephone 301—
504-7923, or 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.

(b) ASTM International, 100 Barr
Harbor Drive, P.O. Box G700, West
Conshohocken, PA 19428-2959 USA,
telephone: 610-832—-9585; http://
www2.astm.org/.

(1) ASTM F 1816-97, Standard Safety
Specification for Drawstrings on

Children’s Upper Outerwear, approved
June 10, 1997, published August 1998
(“ASTM F 1816-97"), IBR approved for
§1120.3(b).

(2) [Reserved]

(c) Underwriters Laboratories, Inc
(“UL”), 333 Pfingsten Road, Northbrook,
IL 60062 or through UL’s Web site:
www.UL.com.

(1) UL 588, Standard for Safety for
Seasonal and Holiday Decorative
Products, 18th Edition, approved
August 21, 2000 (“UL 588”), IBR
approved for § 1120.3(c).

(2) UL 859, Standard for Safety for
Household Electric Personal Grooming
Appliances, 10th Edition, approved
August 30, 2002, and revised through
June 3, 2010 (“UL 859”), IBR approved
for §1120.3(a).

(3) UL 1727, Standard for Safety for
Commercial Electric Personal Grooming
Appliances, 4th Edition, approved
March 25, 1999, and revised through
June 25, 2010 (“UL 1727”), IBR
approved for § 1120.3(a).

Alberta E. Mills,

Acting Secretary, Consumer Product Safety
Commission.

[FR Doc. 2015-10342 Filed 5-1-15; 8:45 am]
BILLING CODE 6355-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 890
[Docket No. FDA-2014-N-1903]

Medical Devices; Physical Medicine
Devices; Classification of the Powered
Lower Extremity Exoskeleton;
Republication

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final order; republication.

SUMMARY: The Food and Drug
Administration (FDA or the Agency) is
republishing in its entirety a final order
entitled “Medical Devices; Physical
Medicine Devices; Classification of the
Powered Lower Extremity Exoskeleton”
that published in the Federal Register
on February 24, 2015. FDA is
republishing to correct an inadvertent
omission of information. FDA is
classifying the powered lower extremity
exoskeleton into class II (special
controls). The special controls that will
apply to the device are identified in this
order and will be part of the codified
language for the powered lower
extremity exoskeleton’s classification.
The Agency is classifying the device
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into class II (special controls) in order
to provide a reasonable assurance of
safety and effectiveness of the device.
DATES: This order is effective May 4,
2015. The classification was applicable
on June 26, 2014.

FOR FURTHER INFORMATION CONTACT:
Michael Hoffmann, Center for Devices
and Radiological Health, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 66, rm. 1434, Silver Spring,
MD 20993-0002, 301-796-6476,
Michael Hoffmann@fda.hhs.gov.

SUPPLEMENTARY INFORMATION:

I. Background

In accordance with section 513(f)(1) of
the Federal Food, Drug, and Cosmetic
Act (the FD&C Act) (21 U.S.C.
360c(f)(1)), devices that were not in
commercial distribution before May 28,
1976 (the date of enactment of the
Medical Device Amendments of 1976),
generally referred to as postamendments
devices, are classified automatically by
statute into class III without any FDA
rulemaking process. These devices
remain in class Il and require
premarket approval, unless and until
the device is classified or reclassified
into class I or II, or FDA issues an order
finding the device to be substantially
equivalent, in accordance with section
513(i) of the FD&C Act, to a predicate
device that does not require premarket
approval. The Agency determines
whether new devices are substantially
equivalent to predicate devices by
means of premarket notification
procedures in section 510(k) of the
FD&C Act (21 U.S.C. 360(k)) and part
807 (21 CFR part 807) of the regulations.

Section 513(f)(2) of the FD&C Act, as
amended by section 607 of the Food and
Drug Administration Safety and
Innovation Act (Pub. L. 112-144),
provides two procedures by which a

person may request FDA to classify a
device under the criteria set forth in
section 513(a)(1). Under the first
procedure, the person submits a
premarket notification under section
510(k) of the FD&C Act for a device that
has not previously been classified and,
within 30 days of receiving an order
classifying the device into class III
under section 513(f)(1) of the FD&C Act,
the person requests a classification
under section 513(f)(2). Under the
second procedure, rather than first
submitting a premarket notification
under section 510(k) of the FD&C Act
and then a request for classification
under the first procedure, the person
determines that there is no legally
marketed device upon which to base a
determination of substantial
equivalence and requests a classification
under section 513(f)(2) of the FD&C Act.
If the person submits a request to
classify the device under this second
procedure, FDA may decline to
undertake the classification request if
FDA identifies a legally marketed device
that could provide a reasonable basis for
review of substantial equivalence with
the device or if FDA determines that the
device submitted is not of “low-
moderate risk” or that general controls
would be inadequate to control the risks
and special controls to mitigate the risks
cannot be developed.

In response to a request to classify a
device under either procedure provided
by section 513(f)(2) of the FD&C Act,
FDA will classify the device by written
order within 120 days. This
classification will be the initial
classification of the device.

On June 22, 2013, Argo Medical
Technologies, Inc., submitted a request

for classification of the ReWalk under
section 513(f)(2) of the FD&C Act. The

manufacturer recommended that the
device be classified into class II (Ref. 1).

In accordance with section 513(f)(2) of
the FD&C Act, FDA reviewed the
request in order to classify the device
under the criteria for classification set
forth in section 513(a)(1). FDA classifies
devices into class II if general controls
by themselves are insufficient to
provide reasonable assurance of safety
and effectiveness, but there is sufficient
information to establish special controls
to provide reasonable assurance of the
safety and effectiveness of the device for
its intended use. After review of the
information submitted in the request,
FDA determined that the device can be
classified into class II with the
establishment of special controls. FDA
believes these special controls, in
addition to general controls, will
provide reasonable assurance of the
safety and effectiveness of the device.

Therefore, on June 26, 2014, FDA
issued an order to the requestor
classifying the device into class II. FDA
is codifying the classification of the
device by adding 21 CFR 890.3480.

Following the effective date of this
final classification order, any firm
submitting a premarket notification
(510(k)) for a powered lower extremity
exoskeleton will need to comply with
the special controls named in this final
order. The device is assigned the generic
name powered lower extremity
exoskeleton, and it is identified as a
prescription device that is composed of
an external, powered, motorized
orthosis that is placed over a person’s
paralyzed or weakened limbs for
medical purposes.

FDA has identified the following risks
to health associated specifically with
this type of device, as well as the
measures required to mitigate these
risks in table 1.

TABLE 1—POWERED LOWER EXTREMITY EXOSKELETON RISKS AND MITIGATION MEASURES

Identified risk

Mitigation measure

Instability, falls, and associated injuries

Bruising, skin abrasion, pressure sores, soft tissue injury ............cccoce...

Diastolic hypertension and changes in blood pressure, and heart rate ..

Clinical testing
Training

Wireless testing
(EMI) testing

Design characteristics

Durability testing
Battery testing
Labeling

Clinical testing
Training
Labeling

Clinical testing
Training

Electrical safety testing

Software verification, validation, and hazard analysis

Electromagnetic compatibility (EMC) and electromagnetic interference

Non-clinical performance testing
Water/particle ingress testing
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TABLE 1—POWERED LOWER EXTREMITY EXOSKELETON RISKS AND MITIGATION MEASURES—Continued

Identified risk

Mitigation measure

Adverse tissue reaction ........ccccceeccvieeeeesiiiinenens
Premature battery failure ..........cccocceeviiininnnenne

Interference with other electrical equipment/devices ...........ccccceevvrnennn

Burns, electrical ShOCK .........ccocoviiiiiieieieiiiiinnes

Device malfunction resulting in unanticipated operation (e.g., device

stoppage, unintended movement).

USE EITOF ovieeieeeeeee et

Labeling

Battery testing
Labeling
EMC/EMI testing
Labeling

Thermal testing
Labeling
Clinical testing

Training

Battery testing

Wireless testing
EMC/EMI testing
Flammability testing
Labeling

Clinical testing
Training

Labeling

Electrical safety testing

Biocompatibility assessment

Non-clinical performance testing

Software verification, validation, and hazard analysis
Electrical safety testing

Water/particle ingress testing

FDA believes that the following
special controls, in combination with
the general controls, address these risks
to health and provide reasonable
assurance of the safety and
effectiveness:

¢ Elements of the device materials
that may contact the patient must be
demonstrated to be biocompatible.

e Appropriate analysis/testing must
validate electronic compatibility/
interference (EMC/EMI), electrical
safety, thermal safety, mechanical
safety, battery performance and safety,
and wireless performance, if applicable.

e Appropriate software verification,
validation, and hazard analysis must be
performed.

¢ Design characteristics must ensure
geometry and materials composition are
consistent with intended use.

e Non-clinical performance testing
must demonstrate that the device
performs as intended under anticipated
conditions of use. Performance testing
must include:

O Mechanical bench testing
(including durability testing) to
demonstrate that the device will
withstand forces, conditions, and
environments encountered during use;

O simulated use testing (i.e., cyclic
loading testing) to demonstrate
performance of device commands and
safeguard under worst case conditions
and after durability testing;

O verification and validation of
manual override controls are necessary,
if present;

O the accuracy of device features and
safeguards; and

© device functionality in terms of
flame retardant materials, liquid/
particle ingress prevention, sensor and
actuator performance, and motor
performance.

o (Clinical testing must demonstrate a
reasonable assurance of safe and
effective use and capture any adverse
events observed during clinical use
when used under the proposed
conditions of use, which must include
considerations for:

O Level of supervision necessary and

O environment of use (e.g., indoors
and/or outdoors), including obstacles
and terrain representative of the
intended use environment.

e A training program must be
included with sufficient educational
elements so that upon completion of
training program, the clinician, user,
and companion can:

© Identity the safe environments for
device use,

O use all safety features of device, and

O operate the device in simulated or
actual use environments representative
of indicated environments and use.

o Labeling for the Physician and User
must include the following:

O Appropriate instructions, warning,
cautions, limitations, and information
related to the necessary safeguards of
the device, including warning against
activities and environments that may
put the user at greater risk;

O specific instructions and the
clinical training needed for the safe use
of the device, which includes:

= Instructions on assembling the
device in all available configurations;

= instructions on fitting the patient;

» instructions and explanations of all
available programs and how to program
the device;

= instructions and explanation of all
controls, input, and outputs;

= instructions on all available modes
or states of the device;

= instructions on all safety features of
the device; and

= instructions for properly
maintaining the device;

O Information on the patient
population for which the device has
been demonstrated to have a reasonable
assurance of safety and effectiveness;

O pertinent non-clinical testing
information (e.g., EMC, battery
longevity); and
O a detailed summary of the clinical
testing including:

= Adverse events encountered under
use conditions,

» summary of study outcomes and
endpoints, and

= information pertinent to use of the
device including the conditions under
which the device was studied (e.g., level
of supervision or assistance, and
environment of use (e.g., indoors and/or
outdoors) including obstacles and
terrain).

Powered lower extremity exoskeleton
devices are restricted to patient use only
upon the authorization of a practitioner
licensed by law to administer or use the
device; see 21 CFR 801.109 (Prescription
devices).

Section 510(m) of the FD&C Act
provides that FDA may exempt a class
II device from the premarket notification
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requirements under section 510(k) of the
FD&C Act if FDA determines that
premarket notification is not necessary
to provide reasonable assurance of the
safety and effectiveness of the device.
For this type of device, FDA has
determined that premarket notification
is necessary to provide reasonable
assurance of the safety and effectiveness
of the device. Therefore, this device
type is not exempt from premarket
notification requirements. Persons who
intend to market this type of device
must submit to FDA a premarket
notification, prior to marketing the
device, which contains information
about the powered lower extremity
exoskeleton they intend to market.

II. Environmental Impact

The Agency has determined under 21
CFR 25.34(b) 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.

III. Paperwork Reduction Act of 1995

This final order establishes special
controls that refer to previously
approved collections of information
found in other FDA regulations. These
collections of information are subject to
review by the Office of Management and
Budget (OMB) under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520). The collections of information in
part 807, subpart E, regarding premarket
notification submissions have been
approved under OMB control number
0910-0120, and the collections of
information in 21 CFR part 801,
regarding labeling have been approved
under OMB control number 0910-0485.

IV. Reference

The following reference has been
placed on display in the Division of
Dockets Management (HFA-305), Food
and Drug Administration, 5630 Fishers
Lane, Rm. 1061, Rockville, MD 20852,
and may be seen by interested persons
between 9 a.m. and 4 p.m., Monday
through Friday, and is available
electronically at http://
www.regulations.gov.

1. K131798: De Novo Request per 513(f)(2)
from Argo Medical Technologies, Inc.,
dated June 22, 2013.

List of Subjects in 21 CFR Part 890

Medical devices, Physical medicine
devices.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner

of Food and Drugs, 21 CFR part 890 is
amended as follows:

PART 890—PHYSICAL MEDICINE
DEVICES

m 1. The authority citation for 21 CFR
part 890 continues to read as follows:

Authority: 21 U.S.C. 351, 360, 360c, 360e,
360j, 371.

m 2. Revise § 890.3480 to read as
follows:

§890.3480 Powered lower extremity
exoskeleton.

(a) Identification. A powered lower
extremity exoskeleton is a prescription
device that is composed of an external,
powered, motorized orthosis that is
placed over a person’s paralyzed or
weakened limbs for medical purposes.

(b) Classification. Class II (special
controls). The special controls for this
device are:

(1) Elements of the device materials
that may contact the patient must be
demonstrated to be biocompatible.

(2) Appropriate analysis/testing must
validate electromagnetic compatibility/
interference (EMC/EMI), electrical
safety, thermal safety, mechanical
safety, battery performance and safety,
and wireless performance, if applicable.

(3) Appropriate software verification,
validation, and hazard analysis must be
performed.

(4) Design characteristics must ensure
geometry and materials composition are
consistent with intended use.

(5) Non-clinical performance testing
must demonstrate that the device
performs as intended under anticipated
conditions of use. Performance testing
must include:

(i) Mechanical bench testing
(including durability testing) to
demonstrate that the device will
withstand forces, conditions, and
environments encountered during use;

(ii) Simulated use testing (i.e., cyclic
loading testing) to demonstrate
performance of device commands and
safeguard under worst case conditions
and after durability testing;

(iii) Verification and validation of
manual override controls are necessary,
if present;

(iv) The accuracy of device features
and safeguards; and

(v) Device functionality in terms of
flame retardant materials, liquid/
particle ingress prevention, sensor and
actuator performance, and motor
performance.

(6) Clinical testing must demonstrate
a reasonable assurance of safe and
effective use and capture any adverse
events observed during clinical use
when used under the proposed

conditions of use, which must include
considerations for:

(i) Level of supervision necessary, and

(ii) Environment of use (e.g., indoors
and/or outdoors) including obstacles
and terrain representative of the
intended use environment.

(7) A training program must be
included with sufficient educational
elements so that upon completion of
training program, the clinician, user,
and companion can:

(i) Identify the safe environments for
device use,

(ii) Use all safety features of device,
and

(iii) Operate the device in simulated
or actual use environments
representative of indicated
environments and use.

(8) Labeling for the Physician and
User must include the following:

(i) Appropriate instructions, warning,
cautions, limitations, and information
related to the necessary safeguards of
the device, including warning against
activities and environments that may
put the user at greater risk.

(ii) Specific instructions and the
clinical training needed for the safe use
of the device, which includes:

(A) Instructions on assembling the
device in all available configurations;

(B) Instructions on fitting the patient;

(C) Instructions and explanations of
all available programs and how to
program the device;

(D) Instructions and explanation of all
controls, input, and outputs;

(E) Instructions on all available modes
or states of the device;

(F) Instructions on all safety features
of the device; and

(G) Instructions for properly
maintaining the device.

(iii) Information on the patient
population for which the device has
been demonstrated to have a reasonable
assurance of safety and effectiveness.

(iv) Pertinent non-clinical testing
information (e.g., EMC, battery
longevity).

(v) A detailed summary of the clinical
testing including:

(A) Adverse events encountered
under use conditions,

(B) Summary of study outcomes and
endpoints, and

(C) Information pertinent to use of the
device including the conditions under
which the device was studied (e.g., level
of supervision or assistance, and
environment of use (e.g., indoors and/or
outdoors) including obstacles and
terrain).
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Dated: April 28, 2015.
Leslie Kux,
Associate Commissioner for Policy.
[FR Doc. 2015-10332 Filed 5-1-15; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF THE TREASURY

Internal Revenue Service
26 CFR Part 1
[TD 9708]

RIN 1545-BK57; RIN 1545-BL30; RIN 1545—
BL58

Additional Requirements for Charitable
Hospitals; Community Health Needs
Assessments for Charitable;
Requirements of a Section 4959 Excise
Tax Return and Time for Filing the
Return; Correction

AGENCY: Internal Revenue Service (IRS),
Treasury.

ACTION: Correcting amendment.

SUMMARY: This document contains
corrections to final regulations (TD
9708) that were published in the
Federal Register on December 31, 2014
(79 FR 78954). The final regulations
provide guidance regarding the
requirements for charitable hospital
organizations added by the Patient
Protection and Affordable Care Act of
2010.

DATES: This correction is effective on
May 4, 2015 and applicable beginning
December 31, 2014.

FOR FURTHER INFORMATION CONTACT:
Amy F. Giuliano, Amber L. MacKenzie,
or Stephanie N. Robbins at (202) 317—
5800 (not a toll free number).

SUPPLEMENTARY INFORMATION:
Background

The final regulations (TD 9708) that
are the subject of this correction is
under section 501 of the Internal
Revenue Code.

Need for Correction

As published, the final regulations
(TD 9708) contain an error that may
prove to be misleading and is in need
of clarification.

List of Subjects in 26 CFR Part 1

Income taxes, Reporting and
recordkeeping requirements.

Correction of Publication

Accordingly, 26 CFR part 1 is
corrected by making the following
correcting amendment:

PART 1—INCOME TAXES

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

Authority: 26 U.S.C. 7805 * * *

m Par. 2. Section 1.6033-2 is amended
by revising paragraph (k)(4) to read as
follows:

§1.6033—2 Return by exempt
organizations (taxable years beginning after
December 31, 1969) and returns by certain
nonexempt organizations (taxable years
beginning after December 31, 1980).

(k) * % %

(4) The applicability of paragraph
(a)(2)(ii)(]) of this section shall be
limited to returns filed for taxable years
ending after December 29, 2014.

Martin V. Franks,

Chief, Publications and Regulations Branch,
Legal Processing Division, Associate Chief
Counsel (Procedure and Administration).

[FR Doc. 2015-10340 Filed 5-1-15; 8:45 am]
BILLING CODE 4830-01-P

DEPARTMENT OF THE TREASURY

Internal Revenue Service

26 CFR Parts 1, 53, and 602
[TD 9708]

RIN 1545-BK57; RIN 1545-BL30; RIN
1545-BL58

Additional Requirements for Charitable
Hospitals; Community Health Needs
Assessments for Charitable;
Requirements of a Section 4959 Excise
Tax Return and Time for Filing the
Return; Correction

AGENCY: Internal Revenue Service (IRS),
Treasury.

ACTION: Final regulations and removal of
temporary regulations; correction.

SUMMARY: This document contains
corrections to final regulations (TD
9708) that were published in the
Federal Register on December 31, 2014
(79 FR 78954). The final regulations
provide guidance regarding the
requirements for charitable hospital
organizations added by the Patient
Protection and Affordable Care Act of
2010.

DATES: This correction is effective on
May 4, 2015 and applicable beginning
December 31, 2014.

FOR FURTHER INFORMATION CONTACT:
Amy F. Giuliano, Amber L. MacKenzie,
or Stephanie N. Robbins at (202) 317-
5800 (not a toll free number).

SUPPLEMENTARY INFORMATION:

Background

The final regulations (TD 9708) that
are the subject of this correction are
under section 501 of the Internal
Revenue Code.

Need for Correction

As published, the final regulations
(TD 9708) contain an error that may
prove to be misleading and is in need
of clarification.

Correction of Publication

Accordingly, the final regulations (TD
9708), that are the subject of FR Doc.
2014-30525, are corrected as follows:

1. On page 78996, in the preamble,
the first column, under the paragraph
heading “Effective/Applicability Dates”,
the second line from the bottom of the
third full paragraph, the language “6033
apply to returns filed on or after” is
corrected to read ‘6033 apply to returns
filed for taxable years ending after”.

Martin V. Franks,

Chief, Publications and Regulations Branch,
Legal Processing Division, Associate Chief
Counsel, (Procedure and Administration).
[FR Doc. 2015-10341 Filed 5-1-15; 8:45 am]
BILLING CODE 4830-01-P

DEPARTMENT OF DEFENSE

Office of the Secretary

32 CFR Part 320
[Docket ID: DoD—-2014—-0S-0068]

Privacy Act; Implementation
AGENCY: National Geospatial-

Intelligence Agency (NGA), DoD.

ACTION: Direct final rule with request for
comments.

SUMMARY: National Geospatial-
Intelligence Agency (NGA) is updating
the NGA Privacy Act Program by adding
the (k)(2) and (k)(5) exemptions to
accurately describe the basis for
exempting the records in the system of
records notice NGA—-010, National
Geospatial-Intelligence Agency Security
Financial Disclosure Reporting Records
System. In this rulemaking, the NGA
proposes to exempt portions of this
system of records from one or more
provisions of the Privacy Act because of
criminal, civil and administrative
enforcement requirements.

DATES: The rule will be effective on July
13, 2015 unless adverse comments are
received by July 6, 2015. If adverse
comment is received, the Department of
Defense will publish a timely
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withdrawal of the rule in the Federal
Register.

ADDRESSES: You may submit comments,
identified by docket number and title,
by any of the following methods:

* Federal Rulemaking Portal: http://
www.regulations.gov.

Follow the instructions for submitting
comments.

* Mail: Department of Defense, Office
of the Deputy Chief Management
Officer, Directorate of Oversight and
Compliance, Regulatory and Audit
Matters Office, 9010 Defense Pentagon,
Washington, DC 20301-9010.

Instructions: All submissions received
must include the agency name and
docket number for this Federal Register
document. The general policy for
comments and other submissions from
members of the public is to make these
submissions available for public
viewing on the Internet at http://
www.regulations.gov as they are
received without change, including any
personal identifiers or contact
information.

FOR FURTHER INFORMATION CONTACT:
Kenneth James, Acting Branch Chief,
National Geospatial-Intelligence Agency
(NGA), Financial Disclosure Program
Manager, 7500 GEOINT Drive,
Springfield, VA 22150 or by calling
571-557-0110.

SUPPLEMENTARY INFORMATION: This
direct final rule makes non-substantive
changes to the NGA rules. This will
improve the efficiency and effectiveness
of DoD’s program by ensuring the
integrity of the security and
counterintelligence records by the NGA
and the Department of Defense.

This rule is being published as a
direct final rule as the Department of
Defense does not expect to receive any
adverse comments, and so a proposed
rule is unnecessary.

Direct Final Rule and Significant
Adverse Comments

DoD has determined this rulemaking
meets the criteria for a direct final rule
because it involves nonsubstantive
changes dealing with DoD’s
management of its Privacy Programs.
DoD expects no opposition to the
changes and no significant adverse
comments. However, if DoD receives a
significant adverse comment, the
Department will withdraw this direct
final rule by publishing a notice in the
Federal Register. A significant adverse
comment is one that explains: (1) Why
the direct final rule is inappropriate,
including challenges to the rule’s
underlying premise or approach; or (2)
why the direct final rule will be
ineffective or unacceptable without a

change. In determining whether a
comment necessitates withdrawal of
this direct final rule, DoD will consider
whether it warrants a substantive
response in a notice and comment
process.

Executive Order 12866, “Regulatory
Planning and Review” and Executive
Order 13563, “Improving Regulation
and Regulatory Review”

It has been determined that Privacy
Act rules for the Department of Defense
are not significant rules. This rule does
not (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 these Executive orders.

Public Law 96-354, “Regulatory
Flexibility Act” (5 U.S.C. Chapter 6)

It has been determined that this
Privacy Act rule does not have
significant economic impact on a
substantial number of small entities
because it is concerned only with the
administration of Privacy Act systems of
records within the Department of
Defense. A Regulatory Flexibility
Analysis is not required.

Public Law 96-511, “Paperwork
Reduction Act” (44 U.S.C. Chapter 35)

It has been determined that this
Privacy Act rule does not impose
additional information collection
requirements on the public under the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501 et seq.).

Section 202, Public Law 1044,
“Unfunded Mandates Reform Act”

It has been determined that this
Privacy Act rule does not involve a
Federal mandate that may result in the
expenditure by State, local and tribal
governments, in the aggregate, or by the
private sector, of $100 million or more
and that this rulemaking will not
significantly or uniquely affect small
governments.

Executive Order 13132, “Federalism”

It has been determined that this
Privacy Act rule does not have

federalism implications. This rule does
not have substantial direct effects on the
States, on the relationship between the
National Government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Therefore, no
Federalism assessment is required.

List of Subjects in 32 CFR Part 320
Privacy.
Accordingly, 32 CFR part 320 is
amended as follows:

PART 320—NATIONAL GEOSPATIAL-
INTELLIGENCE AGENCY (NGA)

m 1. The authority citation for 32 CFR
part 320 continues to read as follows:

Authority: Pub. L. 93-579, 88 Stat. 1986
(5 U.S.C. 552a).

m 2.In § 320.12, add paragraph (f) to
read as follows:

§320.12 Exemptions.
* * * * *

(f) System identifier and name: NGA—
010, National Geospatial-Intelligence
Agency Security Financial Disclosure
Reporting Records System.

(1) Exemptions: Investigatory material
compiled for law enforcement purposes,
other than material within the scope of
subsection 5 U.S.C. 552a(j)(2), may be
exempt pursuant to 5 U.S.C. 552a(k)(2).
However, if an individual is denied any
right, privilege, or benefit for which he
would otherwise be entitled by Federal
law or for which he would otherwise be
eligible, as a result of the maintenance
of the information, the individual will
be provided access to the information
exempt to the extent that disclosure
would reveal the identity of a
confidential source. When claimed, this
exemption allows limited protection of
investigative reports maintained in a
system of records used in personnel or
administrative actions. Investigative
material compiled solely for the purpose
of determining suitability, eligibility, or
qualifications for federal civilian
employment, military service, federal
contracts, or access to classified
information may be exempt pursuant to
5 U.S.C. 552a(k)(5), but only to the
extent that such material would reveal
the identity of a confidential source.

(2) Authority: 5 U.S.C. 552a(k)(2) and
().

(3) Reasons: Pursuant to 5 U.S.C.
552a(k)(2), and (k)(5) the Director of
NGA has exempted this system from the
following provisions of the Privacy Act,
subject to the limitation set forth in
5 U.S.C. 552a(c)(3); (d); (e)(1), (e)(4)(G),
(e)(4)(H), (e)(4)(I); and (f). Exemptions
from these particular subsections are
justified, on a case-by-case basis to be
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determined at the time a request is
made, for the following reasons:

(i) From subsection (c)(3) (Accounting
for Disclosures) because release of the
accounting of disclosures could alert the
subject of an investigation of an actual
or potential criminal, civil, or regulatory
violation to the existence of that
investigation and reveal investigative
interest on the part of NGA as well as
the recipient agency. Disclosure of the
accounting would therefore present a
serious impediment to law enforcement
efforts and/or efforts to preserve
national security. Disclosure of the
accounting would also permit the
individual who is the subject of a record
to impede the investigation, to tamper
with witnesses or evidence, and to
avoid detection or apprehension, which
would undermine the entire
investigative process. Analyst case notes
will be kept separate from the
individual’s data submission. Those
case notes will contain investigative
case leads and summaries, sensitive
processes, evidence gathered from
external sources and potential referrals
to law enforcement agencies.

(ii) From subsection (d) (Access to
Records) because access to the records
contained in this system of records
could inform the subject of an
investigation of an actual or potential
criminal, civil, or regulatory violation to
the existence of that investigation and
reveal investigative interest on the part
of NGA or another agency. Access to the
records could permit the individual
who is the subject of a record to impede
the investigation, to tamper with
witnesses or evidence, and to avoid
detection or apprehension. Amendment
of the records could interfere with
ongoing investigations and law
enforcement activities and would
impose an unreasonable administrative
burden by requiring investigations to be
continually reinvestigated. In addition,
permitting access and amendment to
such information could disclose
security-sensitive information that
could be detrimental to homeland
security.

(iii) From subsection (e)(1) (Relevancy
and Necessity of Information) because
in the course of investigations into
potential violations of Federal law, the
accuracy of information obtained or
introduced occasionally may be unclear,
or the information may not be strictly
relevant or necessary to a specific
investigation. In the interests of effective
law enforcement, it is appropriate to
retain all information that may aid in
establishing patterns of unlawful
activity.

(iv) From subsections (e)(4)(G),
(e)(4)(H), and (e)(4)(I) (Agency

Requirements) and (f) (Agency Rules),
because portions of this system are
exempt from the individual access
provisions of subsection (d) for the
reasons noted above, and therefore NGA
is not required to establish
requirements, rules, or procedures with
respect to such access. Providing notice
to individuals with respect to existence
of records pertaining to them in the
system of records or otherwise setting
up procedures pursuant to which
individuals may access and view
records pertaining to themselves in the
system would undermine investigative
efforts and reveal the identities of
witnesses, and potential witnesses, and
confidential informants.

Dated: April 27, 2015.
Aaron Siegel,

Alternate OSD Federal Register Liaison
Officer, Department of Defense.

[FR Doc. 2015-10061 Filed 5-1-15; 8:45 am]
BILLING CODE 5001-06-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 117
[Docket No. USCG—2015-0293]

Drawbridge Operation Regulation;
Cerritos Channel, Long Beach, 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 Henry Ford
Avenue railroad drawbridge across
Cerritos Channel, mile 4.8, at Long
Beach, CA. The deviation is necessary to
allow the bridge owner to perform an
annual bridge inspection. This deviation
allows the bridge to remain in the
closed-to-navigation position during the
deviation period.

DATES: This deviation is effective
without actual notice from May 4, 2015
to 6 p.m. on May 6, 2015. For the
purposes of enforcement, actual notice
will be used from 7 a.m. on April 27,
2015, until May 4, 2015.

ADDRESSES: The docket for this
deviation, [USCG-2015-0293], 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. You may
also visit the Docket Management
Facility in Room W12-140 on the
ground floor of the Department of

Transportation West Building, 1200
New Jersey Avenue SE., Washington,
DC 20590, between 9 a.m. and 5 p.m.,
Monday through Friday, except Federal
holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
deviation, call or email David H.
Sulouff, Chief, Bridge Section, Eleventh
Coast Guard District; telephone 510—
437-3516, email David.H.Sulouff@
uscg.mil. If you have questions on
viewing the docket, call Cheryl Collins,
Program Manager, Docket Operations,
telephone 202—-366-9826.

SUPPLEMENTARY INFORMATION: The Port
of Los Angeles has requested a
temporary change to the operation of the
Henry Ford Avenue railroad
drawbridge, mile 4.8, over Cerritos
Channel, at Long Beach, CA. The
drawbridge navigation span provides 7
feet vertical clearance above Mean High
Water in the closed-to-navigation
position. In accordance with 33 CFR
117.147(b), the drawspan is maintained
in the fully open position, except when
a train is crossing or for maintenance.
When the draw is in the closed position,
it opens on signal. Navigation on the
waterway is mainly commercial traffic,
servicing ships entering and leaving the
port.

The Port of Los Angeles has requested
the drawbridge be allowed to remain
closed to navigation from 7 a.m. to 6
p.m. on April 27, April 28, and May 6,
2015, so they can perform the annual
bridge inspection, looking for cracks or
damage. Mariners will need to contact
the bridge tender to inquire as to the
status of the drawbridge when transiting
through. 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 any time. The bridge will not be able
to open for emergencies. There is an
alternative route, transiting around the
south side of Terminal Island, for
vessels unable to pass through the
bridge in the closed position. The Coast
Guard will inform waterway users of
this temporary deviation via our Local
and Broadcast Notices to Mariners, to
minimize resulting navigational
impacts.

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.
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Dated: April 24, 2015.
D.H. Sulouff,

District Bridge Chief, Eleventh Coast Guard
District.

[FR Doc. 2015-10377 Filed 5-1-15; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 117
[Docket No. USCG-2015-0241]
Drawbridge Operation Regulation;

Oakland Inner Harbor Tidal Canal,
Alameda, 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 Alameda
County highway drawbridge at Park
Street across the Oakland Inner Harbor,
mile 5.2, at Alameda, CA. The deviation
is necessary to allow the bridge owner
to make necessary repairs and
rehabilitation of the bridge. This
deviation allows single leaf operation of
the double leaf, bascule-style
drawbridge during the deviation period.

DATES: This deviation is effective from
8:30 p.m. on May 11, 2015 to 5 a.m. on
August 14, 2015.

ADDRESSES: The docket for this
deviation, [USCG-2015-0241], 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. You may
also visit the Docket Management
Facility in Room W12-140 on the
ground floor of the Department of
Transportation West Building, 1200
New Jersey Avenue SE., Washington,
DC 20590, between 9 a.m. and 5 p.m.,
Monday through Friday, except Federal
holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
deviation, call or email David H.
Sulouff, Chief, Bridge Section, Eleventh
Coast Guard District; telephone 510—
437-3516, email David.H.Sulouff@
uscg.mil. If you have questions on
viewing the docket, call Cheryl Collins,
Program Manager, Docket Operations,
telephone 202-366-9826.
SUPPLEMENTARY INFORMATION: Alameda
County has requested a temporary
change to the operation of the Alameda
County highway bridge at Park Street,

mile 5.2, over Oakland Inner Harbor, at
Alameda, CA. The drawbridge
navigation span provides horizontal
clearance of 241 feet between pier
fenders. During single leaf operation,
horizontal clearance is reduced to
approximately 100 feet. The drawbridge
provides a vertical clearance of 15 feet
above Mean High Water in the closed-
to-navigation position and unlimited
vertical clearance in the open-to-
navigation position. As required by 33
CFR 117.181, the draw opens on signal;
except that, from 8 a.m. to 9 a.m. and
4:30 p.m. to 6:30 p.m. Monday through
Friday except Federal holidays, the
draw need not be opened for the passage
of vessels. However, the draw shall
open during the above closed periods
for vessels which must for reasons of
safety, move on a tide or slack water, if
at least two hours notice is given.
Navigation on the waterway is
commercial, recreational, emergency
and law enforcement vessels.

During the deviation period, the
drawspan will be operated with only
one leaf between 8:30 p.m. and 5 a.m.,
Sunday through Thursday, while the
opposite leaf will be secured in the
closed-to-navigation position for
rehabilitation. A two hour advance
notice will be required from vessel
operators for a double leaf opening. At
night and on weekends, the drawbridge
will resume the normal double leaf
operation, when work is not being
performed on the bridge. 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 larger
vessels to pass. The Coast Guard will
also inform the waterway users via our
Local and Broadcast Notices to Mariners
of the change in operating schedule for
the bridge so 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: April 24, 2015.
D.H. Sulouff,

District Bridge Chief, Eleventh Coast Guard
District.

[FR Doc. 2015-10373 Filed 5-1-15; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF VETERANS
AFFAIRS

38 CFR Part 77
RIN 2900-AP07
Grants for Adaptive Sports Programs

for Disabled Veterans and Disabled
Members of the Armed Forces

AGENCY: Department of Veterans Affairs.
ACTION: Final rule.

SUMMARY: This final rule amends
Department of Veterans Affairs (VA)
regulations to establish a new program
to provide grants to eligible entities to
provide adaptive sports activities to
disabled veterans and disabled members
of the Armed Forces. This rulemaking is
necessary to implement a change in the
law that authorizes VA to make grants
to entities other than the United States
Olympic Committee for adaptive sports
programs. It establishes procedures for
evaluating grant applications under this
grant program, and otherwise
administering the grant program. This
rule implements section 5 of the VA
Expiring Authorities Extension Act of
2013.

DATES: Effective Date: This final rule is
effective May 4, 2015.

FOR FURTHER INFORMATION CONTACT:
Michael F. Welch, Program Specialist,
Office of National Veterans Sports
Programs and Special Events (002C),
Department of Veterans Affairs, 810
Vermont Ave. NW., Washington, DC
20420, (202) 632—7136. (This is not a
toll-free number).

SUPPLEMENTARY INFORMATION: VA is
required by 38 U.S.C. 521A to ““carry out
a program under which the Secretary
may make grants to eligible entities for
planning, developing, managing, and
implementing programs to provide
adaptive sports opportunities for
disabled veterans and disabled members
of the Armed Forces.” On July 1, 2014,
VA published an interim final rule in
the Federal Register, 79 FR 37211,
establishing regulations for conducting
the grant program including evaluation
of grant applications and otherwise
administering the grant program in
accordance with the law.

Interested persons were invited to
submit written comments on or before
September 2, 2014. We received two
comments on the interim final rule from
two individuals. One commenter
praised the adaptive sports programs
described in the interim final rule,
noting that they “would be beneficial in
so many ways’’ for disabled veterans,
and stated that taking care of veterans
“should be one of the highest, if not the
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highest, priorities of our government.”
We agree that these programs are very
beneficial to disabled veterans and
appreciate the comment.

Another commenter also stated that
adaptive sports programs would be
beneficial for disabled veterans and
urged the Federal government to
“provide ways for these people to enjoy
live [sic] to their fullest.” The
commenter noted that these programs
will help them reintegrate into society.
We agree with the commenter these
programs are beneficial and VA will
continue to explore ways to improve the
lives of disabled veterans. However, VA
does not make any changes based on the
submitted comments.

We are making a minor technical
correction. The interim final rule text
failed to include an authority citation.
Therefore, we are adding the authority
citation in this final rule.

For the reasons stated above, the
interim final rule is adopted with
change.

Effect of Rulemaking

The Code of Federal Regulations, as
revised by this rulemaking, represents
the exclusive legal authority on this
subject. No contrary rules or procedures
will be authorized. All VA guidance
will be read to conform with this
rulemaking if possible or, if not
possible, such guidance will be
superseded by this rulemaking.

Administrative Procedure Act

In the interim final rule, 79 FR 37211,
37216, VA cited section 5 of Public Law
113-59 (December 20, 2013) as the
authority to issue the rulemaking
without prior notice and opportunity to
comment. As previously discussed, VA
received two comments. Before issuing
this final rule, VA considered both of
the comments which supported the
rulemaking and did not warrant any
change to the rulemaking.

Paperwork Reduction Act

The Paperwork Reduction Act of 1995
(at 44 U.S.C. 3507) requires VA to
consider the impact of paperwork and
other information collection burdens
imposed on the public. Under 44 U.S.C.
3507(a), an agency may not collect or
sponsor the collection of information,
nor may it impose an information
collection requirement unless it
displays a currently valid Office of
Management and Budget (OMB) control
number. See also 5 CFR 1320.8(b)(3)(vi).

This final rule contains approved
information collections that are within
the scope of OMB control numbers
4040-0004 (formerly 0348—0043) for
Standard Form 424 and 4040—0008

(formerly 0348-0041) for Standard Form
424C. The final rule also contains
provisions that constitute a new
information collection. We summarized
and sought public comment on these
provisions, found in §§77.4, 77.8, 77.9,
77.13, 77.16, and 77.19, in the interim
final rule published in the Federal
Register on July 1, 2014. 79 FR 37211.
As required by the Paperwork
Reduction Act of 1995 (at 44 U.S.C.
3507(d)), VA submitted the collection to
OMB for its review. OMB approved the
new information collection and
assigned OMB control number 2900—
0820.

This final rule updates §§77.4, 77.8,
77.9,77.13, 77.16, and 77.19 by adding
this new control number and updates
§§77.4,77.6, and 77.9 by removing the
references to obsolete OMB control
numbers 0348—-0041 and 0348-0043 and
inserting in their place OMB control
numbers 4040—-0008 and 4040-0004,
respectively.

Regulatory Flexibility Act

The Secretary hereby certifies that
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. Due to
demographic, economic, infrastructure,
and many other factors, a large
percentage of small adaptive sports
entities do not have sufficient
participants, programs and outreach to
qualify as an eligible entity under Public
Law 113-59. In regions where the
disabled veteran population is small
relative to participants needed in the
entity’s applicable adaptive sports areas
of expertise, an adaptive sports entity
faces constraints in developing a viable
grant program. Therefore, the number of
small adaptive sports entities involved
will be few and their existing programs
that meet threshold criteria for
eligibility will indicate competence to
conduct a viable adaptive sports grant
program. There will be no economic
impact on any of the eligible entities, as
they are not required to provide
matching funds to obtain the maximum
grant allowance as established under 38
U.S.C. 521A. Therefore, pursuant to 5
U.S.C. 605(b), this rulemaking is exempt
from the initial and final regulatory
flexibility analysis requirements of
sections 603 and 604.

Executive Orders 12866 and 13563

Executive Orders 12866 and 13563
direct agencies to assess the 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
effects, and other advantages;
distributive impacts; and equity).
Executive Order 13563 (Improving
Regulation and Regulatory Review)
emphasizes the importance of
quantifying both costs and benefits,
reducing costs, harmonizing rules, and
promoting flexibility. Executive Order
12866 (Regulatory Planning and
Review) defines a “‘significant
regulatory action,” which requires
review by OMB, unless OMB waives
such review, as “‘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.”

The economic, interagency,
budgetary, legal, and policy
implications of this final rule have been
examined, and it has been determined
not to be a significant regulatory action
under Executive Order 12866. 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 Web site at http://
www.va.gov/orpm/, by following the
link for VA Regulations Published from
FY 2004 through FYTD.

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.

Catalog of Federal Domestic Assistance

The Catalog of Federal Domestic
Assistance number and title for the
program affected by this document is
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64.034, Grants for Adaptive Sports
Programs for Disabled Veterans and
Disabled Members of the Armed Forces.

Signing Authority

The Secretary of Veterans Affairs, or
designee, 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. Jose
D. Riojas, Chief of Staff, Department of
Veterans Affairs, approved this
document on April 16, 2015, for
publication.

List of Subjects in 38 CFR Part 77

Administrative practice and
procedure, Grant programs—health,
Grant programs—veterans, Health care,
Health facilities, Reporting and
recordkeeping requirements, Travel and
transportation expenses, Veterans.

Dated: April 29, 2015
Jeffrey M. Martin,
Program Manager, Office of Regulation Policy
& Management, Office of the General Counsel,
Department of Veterans Affairs.

Accordingly, the interim final rule
amending 38 CFR chapter I by adding a
new part 77 that was published at 79 FR
37211 on July 1, 2014, is adopted as a
final rule with the following changes:

PART 77—GRANTS FOR ADAPTIVE
SPORTS PROGRAMS FOR DISABLED
VETERANS AND DISABLED MEMBERS
OF THE ARMED FORCES

m 1. The authority citation is added to
read as follows:

Authority: 38 U.S.C. 501, 521A, unless
otherwise noted.

m 2.In § 77.4, revise the parenthetical at
the end of the section to read as follows:

§77.4 Applications.

* * * * *

(OMB has approved the information
collection requirements in this section under
control numbers 2900-0820, 4040-0004 for
Standard Form 424, and 4040—0008 for
Standard Form 424C.)

m 3.In § 77.6, revise the parenthetical at
the end of the section to read as follows:

§77.6 Amendments to grant applications.

* * * * *

(OMB has approved the information
collection requirements in this section under
control number 4040-0004 for Standard
Form 424 and 4040-0008 for Standard Form
424C.)

m 4.In § 77.8, revise the parenthetical at
the end of the section to read as follows:

§77.8 Additional requirements and
procedures for applications.

* * * * *

(OMB has approved the information
collection requirements in this section under
control number 2900-0820.)

m 5.In §77.9, revise the parenthetical at
the end of the section to read as follows:

§77.9 Use of pre-applications.

* * * * *

(OMB has approved the information
collection requirements in this section under
control numbers 2900-0820, 4040—-0004 for
Standard Form 424, and 4040-0008 for
Standard Form 424C.)

m 6.In § 77.13, revise the parenthetical
at the end of the section to read as
follows:

§77.13 Applications for noncompetitive
adaptive sports grants.
* * * * *

(OMB has approved the information
collection requirements in this section under
control number 2900-0820.)

m 7.In § 77.16, revise the parenthetical
at the end of the section to read as
follows:

§77.16 Grantee reporting requirements.
* * * * *

(OMB has approved the information
collection requirements in this section under
control number 2900-0820.)

m 8.In § 77.19, revise the parenthetical
at the end of the section to read as
follows:

§77.19 Financial management.

* * * * *

(OMB has approved the information
collection requirements in this section under
control number 2900-0820.)

[FR Doc. 2015-10358 Filed 5-1-15; 8:45 am]
BILLING CODE 8320-01-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 450

[EPA-HQ-OW-2010-0884; FRL—9926—32—
ow]

Effluent Limitations Guidelines and
Standards for the Construction and
Development Point Source Category;
Correcting Amendment

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Final rule; correcting
amendment.

SUMMARY: On March 6, 2014, EPA
published a final rule in the Federal
Register revising effluent limitations
guidelines and standards for the

construction and development point
source category. This correcting
amendment corrects errors in the
amendatory language of the March 6,
2014 final rule.

DATES: The indefinite stay at 40 CFR
450.22(a) and (b) is lifted and this rule
is effective on May 4, 2015.

FOR FURTHER INFORMATION CONTACT: Mr.
Jesse W. Pritts, Engineering and
Analysis Division, Office of Water
(4303T), Environmental Protection
Agency, 1200 Pennsylvania Ave. NW.,
Washington, DC 20460; telephone
number: 202-566—1038; fax number:
202-566—1053; email address:
pritts.jesse@epa.gov.

SUPPLEMENTARY INFORMATION: EPA
published a final rule on March 6, 2014
(79 FR 12661) to amend 40 CFR part
450. The amendatory instructions EPA
provided in this final rule for the
changes at 40 CFR 450.22(a) and (b)
were incorrect. Since the provisions at
§450.22(a) and (b) had been previously
indefinitely stayed by EPA, the
amendatory instructions should have
included a lift of the stay so that the
CFR could reflect that those provisions
had been amended. EPA did not include
language lifting the stay in the March 6,
2014 amendatory instructions. This
action provides corrected amendatory
instructions so that the amendments
promulgated on March 6, 2014 can be
incorporated into the CFR.

EPA has determined that this action
falls under the “good cause” exemption
in section 553(b)(3)(B) of the
Administrative Procedure Act (APA),
which, upon finding “good cause,”
authorizes agencies to dispense with
public participation where public notice
and comment procedures are
impracticable, unnecessary, or contrary
to the public interest. Public notice and
comment for this action is unnecessary
because this action only incorporates
previously promulgated regulatory
changes into the CFR. EPA
inadvertently provided incorrect
instructions to incorporate those
changes into the CFR. EPA can identify
no reason why the public would be
interested in having the opportunity to
comment on the correction prior to this
action being finalized since this action
does not alter any regulatory
requirements.

EPA also finds that there is good
cause under APA section 553(d)(3) for
this correction to become effective on
the date of publication of this action.
Section 553(d)(3) of the APA allows an
effective date less than 30 days after
publication “as otherwise provided by
the agency for good cause found and
published with the rule.” 5 U.S.C.
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553(d)(3). The purpose of the 30-day
waiting period prescribed in APA
section 553(d)(3) is to give affected
parties a reasonable time to adjust their
behavior and prepare before the final
rule takes effect. This rule, however,
does not alter any regulatory
requirements, and thus there are no
affected parties as explained above.
Rather, this action merely corrects
inadvertent errors in the amendatory
language for the CFR. For these reasons,
EPA finds good cause under APA
section 553(d)(3) for this correction to
become effective on the date of
publication of this action.

Statutory and Executive Order 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 and was therefore not
submitted to the Office of Management
and Budget (OMB) for review.

B. Paperwork Reduction Act (PRA)

This action does not impose an
information collection burden under the
PRA. This action corrects an inadvertent
error in the amendatory instructions of
EPA’s March 6, 2014, final rule
regarding the construction and
development point source category and
imposes no information collection
burden on the industry because it does
not contain any information collection
activities.

C. Regulatory Flexibility Act (RFA)

The Administrator certifies 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
action corrects an inadvertent error in
the amendatory instructions of EPA’s
March 6, 2014, final rule regarding the
construction and development point
source category and imposes no
additional requirements on the industry.

D. 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. The action imposes no
enforceable duty on any state, local or
tribal governments or the private sector.

E. Executive Order 13132: Federalism

This action 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.

F. Executive Order 13175: Consultation
and Coordination With Indian Tribal
Governments

This action does not have tribal
implications as specified in Executive
Order 13175 because it will 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,
as specified by Executive Order 13175
(65 FR 67249, November 9, 2000). Thus,
Executive Order 13175 does not apply
to this action.

G. Executive Order 13045: Protection of
Children From Environmental Health
Risks 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 it does not concern an
environmental health risk or safety risk.

H. Executive Order 13211: Actions
Concerning Regulations 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.

I. National Technology Transfer and
Advancement Act (NTTAA)

This rulemaking does not involve
technical standards.

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

This action is not subject to Executive
Order 12898 because it does not concern
or affect human health or environmental
risk.

K. Congressional Review Act (CRA)

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. The CRA allows the issuing
agency to make a rule effective sooner
than otherwise provided by the CRA if
the agency makes a good cause finding
that notice and comment rulemaking
procedures are impracticable,
unnecessary or contrary to the public
interest (5 U.S.C. 808(2)). The EPA has
made a good cause finding for this rule,
as discussed in the SUPPLEMENTARY
INFORMATION section of this preamble,
which includes the basis for that
finding.

List of Subjects in 40 CFR Part 450

Environmental protection,
Construction industry, Land
development, Water pollution control.

Dated: April 24, 2015.

Kenneth J. Kopocis,
Deputy Assistant Administrator, Office of
Water.

In rule FR Doc. 2014—04612 published
on March 6, 2014, (79 FR 12661), make
the following correction:

On page 12667, in the second column,
revise amendatory instruction number
4. to read as follows:

§450.22 [Corrected]

m 4. Amend § 450.22 by:

m a. Lifting the indefinite stay on
paragraphs (a) and (b); and

m b. Removing and reserving paragraphs
(a) and (b).

[FR Doc. 2015-10362 Filed 5-1-15; 08:45 am]
BILLING CODE 6560-50-P
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NUCLEAR REGULATORY
COMMISSION

10 CFR Part 50, Appendix |
[NRC-2014-0044]
RIN 3150-AJ38

Reactor Effluents

AGENCY: Nuclear Regulatory
Commission.

ACTION: Advance notice of proposed
rulemaking; request for comment.

SUMMARY: The U.S. Nuclear Regulatory
Commission (NRC) is issuing this
advance notice of proposed rulemaking
(ANPR) to obtain input from
stakeholders on the development of a
regulatory basis for the NRC’s
regulations governing radioactive
effluents from nuclear power plants.
The regulatory basis would support
potential changes to better align the
NRC regulations governing dose
assessments for radioactive effluents
from nuclear power plant operations
with the most recent terminology and
dose-related methodology published by
the International Commission on
Radiological Protection (ICRP)
contained in the ICRP Publication 103
(2007). The NRC has identified specific
questions and issues with respect to a
possible revision of the NRC’s current
regulations and guidance governing
radioactive gaseous and liquid effluents
from nuclear power plants. The NRC
seeks public and other stakeholder
input on these questions and issues in
order to develop the regulatory basis.
DATES: Submit comments by September
1, 2015. Comments received after this
date will be considered if it is practical
to do so, but the NRC is only able to
ensure consideration of comments
received on or before this date.
ADDRESSES: You may submit comments
by any of the following methods (unless
this document describes a different
method for submitting comments on a
specific subject):

e Federal Rulemaking Web site: Go to
http://www.regulations.gov and search

for Docket ID NRC-2014—-0044. Address
questions about NRC dockets to Carol
Gallagher; telephone: 301-415-3463;
email: Carol.Gallagher@nrc.gov. For
technical questions contact the
individual listed in the FOR FURTHER
INFORMATION CONTACT section of this
document.

e Email comments to:
Rulemaking.Comments@nrc.gov. If you
do not receive an automatic email reply
confirming receipt, then contact us at
301-415-1677.

e Fax comments to: Secretary, U.S.
Nuclear Regulatory Commission at 301—
415-1101.

e Mail comments to: Secretary, U.S.
Nuclear Regulatory Commission,
Washington, DC 20555-0001, ATTN:
Rulemakings and Adjudications Staff.

e Hand deliver comments to: 11555
Rockville Pike, Rockville, Maryland
20852, between 7:30 a.m. and 4:15 p.m.
(Eastern Time) Federal workdays;
telephone: 301-415-1677.

For additional direction on obtaining
information and submitting comments,
see “Obtaining Information and
Submitting Comments” in the
SUPPLEMENTARY INFORMATION section of
this document.

FOR FURTHER INFORMATION CONTACT:
Carolyn Lauron, telephone: 301-415—
2736, email: Carolyn.Lauron@nrc.gov; or
Nishka Devaser, telephone: 301-415—
5196, email: Nishka.Devaser@nrc.gov.
Both of the Office of New Reactors, U.S.
Nuclear Regulatory Commission,
Washington, DC 20555—-0001.
SUPPLEMENTARY INFORMATION:

I. Obtaining Information and
Submitting Comments

A. Obtaining Information

Please refer to Docket ID NRC-2014—
0044 when contacting the NRC about
the availability of information for this
action. You may obtain publicly-
available information related to this
action by any of the following methods:

e Federal Rulemaking Web site: Go to
http://www.regulations.gov and search
for Docket ID NRC-2014-0044.

e NRC’s Agencywide Documents
Access and Management System
(ADAMS): You may obtain publicly
available documents online in the
ADAMS Public Documents collection at
http://www.nrc.gov/reading-rm/
adams.html. To begin the search, select
“ADAMS Public Documents” and then
select “Begin Web-based ADAMS

Search.” For problems with ADAMS,
please contact the NRC’s Public
Document Room (PDR) reference staff at
1-800-397-4209, 301-415-4737, or by
email to pdr.resource@nrc.gov. The
ADAMS accession number for each
document referenced (if it is available in
ADAMS) is provided the first time that
it is referenced in the SUPPLEMENTARY
INFORMATION section of this document.
For the convenience of the reader, the
ADAMS accession numbers are also
provided in a table in the “Availability
of Documents’ section of this
document.

e NRC’s PDR: You may examine and
purchase copies of public documents at
the NRC’s PDR, Room O1-F21, One
White Flint North, 11555 Rockville
Pike, Rockville, Maryland 20852.

B. Submitting Comments

Please include Docket ID NRC-2014—
0044 in the subject line of your
comment submission.

The NRC cautions you not to include
identifying or contact information in
comment submissions that you do not
want to be publicly disclosed in your
comment submission. The NRC will
post all comment submissions at
http://www.regulations.gov as well as
enter the comment submissions into
ADAMS. The NRC does not routinely
edit comment submissions to remove
identifying or contact information.

If you are requesting or aggregating
comments from other persons for
submission to the NRC, then you should
inform those persons not to include
identifying or contact information that
they do not want to be publicly
disclosed in their comment submission.
Your request should state that the NRC
does not routinely edit comment
submissions to remove such information
before making the comment
submissions available to the public or
entering the comment submissions into
ADAMS.

II. Background

The requirements of appendix I of
part 50 of Title 10 of the Code of Federal
Regulations (10 CFR) were first
published in 1975 (40 FR 19439; May 5,
1975) and are based on the terminology
and methodology for dose assessment
described in ICRP Publication 2 (1959).1

1ICRP Publication 2 (1959), “Permissible Dose for
Internal Radiation.” The condensed ICRP reference
Continued
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The requirements of 10 CFR part 50,
appendix I, apply to persons who hold
NRC licenses to operate nuclear power
reactors under 10 CFR part 50 or 10 CFR
part 52. Specifically, 10 CFR part 50,
appendix I, prescribes the design and
performance of equipment used to
control radioactive liquid and gaseous
effluents to the environment and doses
to members of the public from nuclear
power plants during normal operations
and expected operational occurrences.
The 10 CFR part 50, appendix I,
regulations provide guidance to
licensees for developing technical
specifications, as required by 10 CFR
50.36a(a), to keep levels of radioactive
materials in effluents released in
unrestricted areas “As Low As Is
Reasonably Achievable” (ALARA).2

The ALARA requirements for
equipment designed to control releases
of radioactive materials are contained in
various provisions in 10 CFR parts 50
and 52, and the design objectives are
contained in 10 CFR part 50, appendix
1.3 The dose criteria are based on ICRP
Publication 2 dosimetry (i.e., total body
and critical organ dose concepts and
models). Since its implementation in
1975, the 10 CFR part 50, appendix I,
regulations were revised several times,
but none of the amendments involved
an alignment of the dosimetry basis
with that of the NRC’s general radiation
protection regulations in 10 CFR part
20.

In 1991, the NRC substantively
amended its 10 CFR part 20 regulations
(56 FR 23360; May 21, 1991). The
purpose of the 1991 amendments was to
adopt the basic tenets of the ICRP
system of radiation dose limitation
described in ICRP Publication 26 (1977),
“Recommendations of the ICRP.” The
1991 amendments to 10 CFR part 20
were also based upon ICRP Publication
30 (1979-1988), “‘Limits for Intakes of
Radionuclides by Workers,” including
its four parts, four supplements and

formats used in this document are “ICRP
Publication 103,” and “ICRP Publication 103
(2007).”

2The NRC’s regulations (10 CFR 20.1003) define
ALARA as “making every reasonable effort to
maintain exposures to radiation as far below the
dose limits in this part [10 CFR part 20] as is
practical consistent with the purpose for which the
licensed activity is undertaken . . ..”

3The NRC’s regulations in 10 CFR 50.34a
establish design objectives for equipment to control
releases of radioactive material in effluents. These
releases are reported to the NRC in accordance with
requirements set forth in 10 CFR 50.36a. In
addition, 10 CFR 52.47, 52.79, 52.137, and 52.157
provide that applications for design certification,
combined license, design approval, or
manufacturing license, respectively, shall include a
description of the equipment and procedures for the
control of gaseous and liquid effluents and for the
maintenance and use of equipment installed in
radioactive waste systems.

index, which were published during the
period of 1979 through 1988. The
concern with the current 10 CFR part
50, appendix I, regulations, guidance,
and software that supports the guidance
is that they are based on dosimetry
concepts issued in 1959 under the
recommendations of ICRP Publication 2,
and as such, no longer align with those
used in 10 CFR part 20. In total, the
ICRP has updated its terminology and
methodology for dose assessments three
times since 1959. The most recent
terminology and methodology for dose
assessments are described in ICRP
Publication 103, which was published
in 2007.4

In response to the ICRP Publication
103 recommendations, the NRC staff
prepared two papers for the
Commission’s review, SECY-08-0197,
“Options to Revise Radiation Protection
Regulations and Guidance with Respect
to the 2007 Recommendations of the
International Commission on
Radiological Protection,” dated
December 18, 2008 (ADAMS Accession
No. ML091310193), and SECY-12-0064,
“Recommendations for Policy and
Technical Direction to Revise Radiation
Protection Regulations and Guidance,”
dated April 25, 2012 (ADAMS
Accession No. ML1121020108). Both
papers considered potential revisions to
the NRC’s regulations in 10 CFR part 20
and 10 CFR part 50, appendix I. The
papers are publicly available and
described in further detail below.5

The SECY-08-0197 paper described
and evaluated the ICRP Publication 103
recommendations along with an NRC
staff recommendation that the
Commission approve a closer alignment
of the NRC regulatory framework with
the recommendations of ICRP
Publication 103. The NRC staff
identified a number of
recommendations to achieve this
alignment, including (1) the
development of a technical basis, or the
rationale, for revising radiation
protection regulations and (2) outreach
with stakeholders and interested parties
to identify issues, options, and potential
impacts. The NRC staff stated that it
would provide the Commission with the
results of the stakeholder and interested
party interactions, the scope of any

4ICRP, 2007. The 2007 Recommendations of the

International Commission on Radiological
Protection, ICRP Publication 103. Ann. ICRP 37 (2—
4).
5The NRC staff has published an Advance Notice
of Proposed Rulemaking (ANPR) for its radiation
protection regulations in 10 CFR part 20 (79 FR
43284; July 25, 2014). The 10 CFR part 20 ANPR
described many potential revisions to the 10 CFR
part 20 regulations, including a closer alignment
with the ICRP Publication 103 dosimetry and
terminology recommendations.

proposed rulemaking, regulatory
analysis of costs and benefits,
evaluation of necessary policy and
implementation issues, the resources,
and the projected rulemaking
completion date, which would be
dependent on the ICRP’s development
of essential technical information. At
present, the ICRP is still developing this
technical information and it is currently
scheduled for publication in 2015.

The Commission made findings and
provided direction to the NRC staff in
staff requirements memorandum (SRM),
SRM-SECY-08-0197, “Options to
Revise Radiation Protection Regulations
and Guidance with Respect to the 2007
Recommendations of the International
Commission on Radiological
Protection,” dated April 2, 2009
(ADAMS Accession No. ML090920103).
In SRM—-SECY-08-0197, the
Commission approved the NRC staff’s
recommendation to ‘“‘begin engagement
with stakeholders and interested parties
to initiate development of the technical
basis for a possible revision of the NRC’s
radiation protection regulations, as
appropriate and where scientifically
justified, to achieve greater alignment
with the 2007 recommendations . . .
contained in ICRP Publication 103.”
The Commission agreed with the NRC
staff and the NRC’s Advisory Committee
on Reactor Safeguards (ACRS) “that the
current regulatory framework continues
to provide adequate protection of the
health and safety of workers, the public,
and the environment.” The Commission
further stated, “[f]lrom a safety
regulation perspective, ICRP Publication
103 proposes measures that go beyond
what is needed to provide for adequate
protection,” and that ““[t]his point
should be emphasized when engaging
stakeholders and interested parties, and
thereby focus the discussion on
discerning the benefits and burdens
associated with revising the radiation
protection regulatory framework,”
which includes 10 CFR part 50,
appendix L.

In response to the Commission’s
direction in SRM—-SECY-08-0197, the
NRC staff engaged in extensive
stakeholder outreach activities on the
broad issues arising from a possible
revision of the NRC’s radiation
protection framework. Three Federal
Register notices (FRNs) were issued
requesting public feedback and
comments (74 FR 32198, July 7, 2009;
75 FR 59160, September 27, 2010; and
76 FR 53847, August 30, 2011).
Presentations were made and
discussions were held at a variety of
professional societies, licensee
organizations, public interest groups,
and State organizations (e.g., Conference
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of Radiation Control Program Directors,
and Agreement States). In the fall of
2010, the NRC staff conducted a series
of facilitated roundtable workshops in
Washington, DC, Los Angeles, CA, and
Houston, TX. Each workshop included
representatives from a broad range of
users of radioactive material. This
process provided an opportunity for
various groups of stakeholders to have
a more focused discussion. The October
2010 workshop in Washington, DC,
focused on the nuclear power and fuel
cycle industries, and the radiation
protection programs of other Federal
agencies, (e.g., U.S. Department of
Energy (DOE), U.S. Environmental
Protection Agency (EPA), U.S. Navy,
Armed Forces Radiobiology Research
Institute, and National Institutes of
Health). Some of the participants at the
Washington, DC, workshop indicated a
general support for an integrated
alignment of 10 CFR part 20 and 10 CFR
part 50, appendix I, regulations with the
recommendations of ICRP Publication
103. Participants also urged a
coordinated revision of the NRC’s
regulations with the requirements of
EPA’s 40 CFR part 190 because the NRC
requires licensees to follow this EPA
requirement through the NRC’s
regulation in 10 CFR 20.1301(e). Finally,
some participants noted a concern as to
the justification for any revision of 10
CFR part 50, appendix I, as it is not a
safety standard and speculated that such
a revision would be costly to the
industry. Transcripts of each workshop
and all written comments received in
response to the FRNs are publicly
available through the NRC’s public Web
site on the page entitled, “Options to
Revise Radiation Protection Regulations
and Guidance,” http://www.nrc.gov/
about-nrc/regulatory/rulemaking/
potential-rulemaking/opt-revise.html.

In addition to the national outreach
described above, the NRC’s staff
participated in international outreach
activities in response to the
Commission’s direction in SRM—-SECY—
08-0197. The NRC staff’s activities
during this time included participation
in the revision of the International Basic
Safety Standards by the International
Atomic Energy Agency (IAEA), from
2009 through its completion in the
second quarter of 2013, and observation
of the revision of the Euratom Basic
Safety Standards Directive in the
European Union. The IAEA’s and
Euratom’s revisions focused on aligning
their requirements with the
recommendations of ICRP Publication
103.

In SECY-12-0064, the NRC staff
recommended amending the NRC’s
regulatory framework, including 10 CFR

part 50, appendix I, to better align with
those ICRP Publication 103
recommendations concerning
terminology and dose calculation
methodologies for estimating radiation
exposure and risk. The NRC staff
cautioned, however, that the NRC
should not initiate a rulemaking to
better align with these ICRP Publication
103 recommendations until the ICRP
publishes its updated dose coefficients
and other supporting information,
thereby allowing the NRC to engage in
a single rulemaking effort. The NRC staff
also recommended that it continue to
engage in stakeholder outreach.

In SRM-SECY-12-0064,
“Recommendations for Policy and
Technical Direction to Revise Radiation
Protection Regulations and Guidance,”
dated December 17, 2012 (ADAMS
Accession No. ML12352A133), the
Commission directed the NRC staff to
develop a regulatory basis for proposed
revisions to 10 CFR part 20 and to 10
CFR part 50, appendix I, in parallel, for
the purpose of aligning each with the
most recent methodology and
terminology for dose assessment
(namely, the ICRP Publication 103
recommendations). With respect to
potential changes to the 10 CFR part 20
regulations, the NRC issued an ANPR on
July 25, 2014 (79 FR 43284).6 The
potential changes to the 10 CFR part 50,
appendix I, regulations under
consideration also involve a closer
alignment of these regulations with the
recommendations in ICRP Publication
103 concerning terminology and dose
calculation methodologies for
estimating radiation exposure and risk
due to effluent releases. The NRC staff
will coordinate the development of both
regulatory bases together, including
consideration of public comments (some
of which have already been received)
that raise matters common to both sets
of regulations. If rulemaking is
eventually promulgated, this approach
would help ensure that the
requirements of 10 CFR part 20 and 10
CFR part 50, appendix I, regulations
would be based on a common dosimetry
basis, terminology, and dose calculation
methodology. A closer alignment of 10
CFR part 50, appendix I, with ICRP
Publication 103 would also modernize
the NRC’s design objectives, regulatory

6The 10 CFR part 20 ANPR is available on
http://www.regulations.gov under Docket ID NRC—
2009-0279. On November 20, 2014 (79 FR 69065),
the NRC extended the 10 CFR part 20 ANPR
comment period to March 24, 2015. On March 18,
2015 (80 FR 14033), the NRC extended the 10 CFR
part 20 ANPR comment period a second time, to
June 22, 2015.

guidance, and supporting computer
software.

The EPA is also examining possible
revisions to the “Environmental
Radiation Protection Standards for
Nuclear Power Operations,”” 40 CFR part
190, which applies to the entire nuclear
fuel cycle.”

Section II of 10 CFR part 50, appendix
1, assigns design objectives for doses due
to liquid and gaseous effluents. Under
Section II.A of appendix I, the annual
design objectives for liquid effluents
from all pathways of exposure are 0.03
milliSievert (mSv) (3 millirem (mrem))
to the total body and 0.1 mSv (10 mrem)
to any organ. Under Section II.B, the
annual design objectives for noble gases
in gaseous effluents are 0.1 milliGray
(mGy) (10 millirad (mrad)) gamma-air
dose and 0.2 mGy (20 mrad) beta-air
dose, with provisions for increasing or
decreasing the design objectives based
on total body dose and skin dose. Under
Section I1.C of appendix I, the annual
design objective for radioactive iodines
and particulates in gaseous effluents is
0.15 mSv (15 mrem) to any organ.

These design objectives are referenced
to the total body and various organs of
the human body in accordance with the
1959 recommendations of ICRP
Publication 2. ICRP Publication 103 has
a larger list of organs and suggests
effective dose may be a good indicator
of health risk for very low exposures,
like those normally encountered with
radioactive effluents from nuclear
power plants. The design objectives
apply to each reactor unit and to
radioactive releases to unrestricted
areas.

Section II.D of 10 CFR part 50,
appendix I, concerns the use of cost-
benefit ratios, to ensure facilities use
radwaste treatment technology that can
reduce the dose to the population
within 50 miles of the reactor. The cost-
benefit criteria are $1,000 per total body
man-rem and $1,000 per man-thyroid-
rem. The design objectives and cost
benefit criteria may need to be revised
to better align 10 CFR part 50, appendix
I, with the recommendations of ICRP
Publication 103. For example, the dose
calculation methodologies in 10 CFR
part 50, appendix I (based on ICRP
Publication 2), result in a total body
dose, while the dose calculation
methodologies in ICRP Publication 103
result in an effective dose. Although
both calculation methodologies result in
an estimate of the dose to an individual,
different assumptions are used in each

7 The 40 CFR part 190 ANPR was published by
EPA on February 4, 2014 (79 FR 6509), and is
available on www.regulations.gov under Docket ID
EPA-HQ-OAR-2013-0689.
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calculation. As a result, the estimated
doses to the individual will be different,
but the differences are not expected to
be significant with respect to
radiological protection for members of
the public. A more exact estimate of the
differences in dose estimates between
the two calculation methodologies will
be available once all of the dose
coefficients for ICRP Publication 103 are
published, which is currently scheduled
for 2015. A summary of the differences
in the dose estimates between ICRP
Publication 2 and ICRP Publication 103
methodologies is expected to be
included in the regulatory basis
document.

Some of the design objectives in 10
CFR part 50, appendix I, are stated in
terms of organ dose. The ICRP
Publication 103 indicates that the
primary use of effective dose is for
demonstrating compliance with dose
limits. As a result, the NRC is interested
in public comments on whether the
concept of the organ dose, used in 10
CFR part 50, appendix I, design
objectives, should be replaced with
effective dose. The ICRP Publication 103
indicates the effective dose is
particularly suited to cases where the
estimated doses are much less than the
annual limit for a member of the public
(i.e., 0.1 mSv or 100 mrem per 10 CFR
20.1301). Additionally, if the organ dose
design objectives were to be eliminated,
the NRC is interested in public
comments on what new values may be
assigned to the effective dose values that
would replace the organ doses.

In addition, 10 CFR part 50, appendix
I, includes additional design objectives
in Docket RM—-50-2, “Concluding
Statement of Position of the Regulatory
Staff, Guides on Design Objectives for
Light-Water-Cooled Nuclear Power
Reactors” (February 20, 1974, pp. 25—
30).8 For liquid or gaseous effluents,
considering all release pathways, the
design objective for the site is an annual
dose to the total body or to any organ
of an individual in an unrestricted area
not to exceed 0.05 mSv (5 mrem). For
gaseous effluents, as radioactive iodines
and particulates in consideration of all
release pathways, the design objective
for the site is an annual dose to any
organ of an individual in an unrestricted
area not to exceed 0.15 mSv (15 mrem).
The design objective for radioactivity in
liquid effluents, excluding tritium and
dissolved gases, is a calculated annual
quantity not to exceed 5 Curies (Ci) (185
gigaBequerel (GBq)) per reactor unit.
Additionally, the design objective for I-

8 The “Concluding Statement of Position of the
Regulatory Staff” in Docket RM—50-2 is attached as
an annex to 10 CFR part 50, appendix L.

131 in gaseous effluents is a calculated
annual quantity not to exceed 1 Ci (37
GBq) per reactor unit. The annual
design objective for radioactive material
above background in gaseous effluents
is a calculated quantity not to exceed
0.1 mGy (10 mrad) gamma-air dose and
0.2 mGy (20 mrad) beta-air dose, with
provisions for increasing or decreasing
the design objectives based on total
body dose and skin dose. The Docket
RM-50-2 objectives and dose limits are
applicable to reactor construction
permit applications that were docketed
on or after January 2, 1971, and prior to
June 4, 1976. As a result, compliance
with the Docket RM—50-2 criteria
would relieve such applicants from the
other cost-benefit provisions of Section
I1.D of 10 CFR part 50, appendix .

The dose calculation methodology
used to demonstrate compliance with
the 10 CFR part 50, appendix I, design
objectives is different than the dose
methodology used for compliance with
10 CFR part 20. There are multiple
methods of calculating dose. In 10 CFR
part 20, dose is expressed as total
effective dose equivalent (TEDE), which
incorporates a risk-based dose, weighted
by tissues or organs, as outlined in ICRP
Publication 26. Under this TEDE
approach, the dose to the body is
expressed in a single value. By contrast,
10 CFR part 50, appendix I, uses the
recommendations of ICRP Publication 2
to express separate doses for the total
body and critical organs. Other
differences between 10 CFR part 20 dose
constructs and 10 CFR part 50,
appendix I, dose constructs exist, such
as the use of non-stochastic effects in
limiting doses to specific organs in 10
CFR part 20. The ICRP Publication 2
approach used in 10 CFR part 50,
appendix I, does not make such
distinctions among organs.

The differences between the various
dose calculation methodologies used in
the NRC’s current regulatory framework
(i.e., 10 CFR part 20 and 10 CFR part 50,
appendix I) and those recommended by
the ICRP after ICRP Publication 30,2

9 These ICRP recommendations include those
published in: ICRP Publication 60 (1991), 1990
Recommendations of the International Commission
on Radiological Protection;” ICRP Publication 61
(1991), “Annual Limits on Intake of Radionuclides
by Workers Based on the 1990 Recommendations;”
ICRP Publication 66 (1994), “Human Respiratory
Tract Model for Radiological Protection;”” ICRP
Publication 67 (1993), ““Age-dependent Doses to
Members of the Public from Intake of
Radionuclides—Part 2 Ingestion Dose Coefficients;”
ICRP Publication 68 (1994), “Dose Coefficients for
Intakes of Radionuclides by Workers;” ICRP
Publication 69 (1995), ““Age-dependent Doses to
Members of the Public from Intake of
Radionuclides—Part 3 Ingestion Dose Coefficients;”
ICRP Publication 71 (1995), “Age-dependent Doses
to Members of the Public from Intake of

have created challenges for the NRC and
its licensees. The NRC staff described
these challenges in its paper to the
Commission, SECY-01-0148,
“Processes for Revision of 10 CFR part
20 Regarding Adoption of ICRP
Recommendations on Occupational
Dose Limits and Dosimetric Models and
Parameters,” dated August 2, 2001
(ADAMS Accession No. ML011580363).
Specifically, the challenges included
licensees’ requests to use dosimetry
methods based upon the
recommendations in the various ICRP
publications issued after ICRP
Publication 30 for both external (to the
body) and internal (within the body)
dose assessments; areas of non-
alignment between the NRC and
international regulatory bodies,
including the differences in
occupational exposure limits; and the
use by some Federal agencies (e.g., DOE
and EPA), of dosimetry models based
upon ICRP recommendations that were
either not incorporated in the NRC’s
1991 10 CFR part 20 rulemaking or were
published after that rulemaking. The
reader is encouraged to review the
parallel ANPR on the potential revisions
to 10 CFR part 20 for more details
related to SECY-01-0148.10

The 10 CFR part 50, appendix I,
design objectives for plant systems are
more restrictive than either the 1 mSv
(100 mrem) per year dose limit for
members of the public in 10 CFR
20.1301(a), or the effluent concentration
limits (ECLs) in 10 CFR part 20,
appendix B, Table 2, “Effluent
Concentrations,” which correspond to
0.5 mSv (50 mrem) per year.'? As stated
in 10 CFR 50.34a(a), the design
objectives of 10 CFR part 50, appendix
I, are not radiation protection standards,
but are design criteria to ensure
equipment designs maintain radioactive
effluents ALARA. The NRC’s regulation
in 10 CFR 50.36a(b), which is referenced
in Section IV of 10 CFR part 50,
appendix I, invokes compatibility in
balancing the need for operational
flexibility while still ensuring public
health and safety. Releases of

Radionuclides—Part 4 Inhalation Dose
Coefficients;” ICRP Publication 72 (1995), “Age-
dependent Doses to the Members of the Public from
Intake of Radionuclides—Part 5 Gompilation of
Ingestion and Inhalation Coefficients;” and ICRP
Publication 74 (1996), “Conversion Coefficients for
use in Radiological Protection against External
Radiation.”

10See 79 FR 43287.

11]n accordance with 10 CFR 20.1302(b)(2)(i),
each NRC licensee may demonstrate compliance
with the public dose limit set forth in 10 CFR
20.1301(a) by showing that the “annual average
concentrations of radioactive material released in
gaseous and liquid effluents at the boundary of the
unrestricted area do not exceed the values specified
in table 2 of appendix B to part 20.”
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radioactive effluents from nuclear
power plants are controlled by plant
specific technical specifications to
ensure that such releases are
maintained: (1) ALARA using 10 CFR
part 50, appendix I, design objectives
and requirements; (2) a small fraction of
the 10 CFR 20.1301 public dose limit;
and (3) within the EPA’s 40 CFR part
190 environmental dose standards for
facilities that are part of the uranium
fuel cycle,’2 as required by 10 CFR
20.1301(e).13 As a result, the 10 CFR
20.1301 public dose limit of 1 mSv (100
mrem) per year on radioactive effluents
is rarely controlling in limiting
radioactive releases from nuclear power
plants as effluents typically are only a
fraction of such dose limit or of the 10
CFR part 20, appendix B, Table 2
concentration limits.

Inasmuch as the regulatory purpose of
10 CFR part 20 is not the same as 10
CFR part 50, appendix I, the difference
in dosimetry concepts between 10 CFR
part 20 (based on ICRP Publication 26)
and 10 CFR part 50, appendix I (based
on ICRP Publication 2), does not
preclude the NRC from having an
effective regulatory framework.
However, there are practical
considerations, as discussed in SECY-
08-0197, Enclosure 3, ‘“Details of
Technical Options for Revision of 10
CFR part 50 and Appendix I Regulations
and Regulatory Guidance for Light
Water-Cooled Nuclear Power Reactors,”
that the NRC should evaluate when
determining whether to transition to a
common dosimetry concept for both 10

12The EPA’s regulation in 40 CFR 190.2 defines
the uranium fuel cycle as “the operations of milling
of uranium ore, chemical conversion of uranium,
isotopic enrichment of uranium, fabrication of
uranium fuel, generation of electricity by a light-
water-cooled nuclear power plant using uranium
fuel, and reprocessing of spent uranium fuel, to the
extent that these directly support the production of
electrical power for public use utilizing nuclear
energy, but excludes mining operations, operations
at waste disposal sites, transportation of any
radioactive material in support of these operations,
and the reuse of recovered non-uranium special
nuclear and by-product materials from the cycle.”

13 The NRC’s regulation in 10 CFR 20.1301(e)
states that a NRC licensee ‘“‘subject to the provisions
of EPA’s generally applicable environmental
radiation standards in 40 CFR part 190 shall comply
with those standards.” The primary 40 CFR part
190 requirement of concern to NRC nuclear reactor
licensees is 40 CFR 190.10(a), which states that
operations must be conducted in such a manner as
to provide reasonable assurance that “[t]he annual
dose equivalent does not exceed 25 millirems to the
whole body, 75 millirems to the thyroid, and 25
millirems to any other organ of any member of the
public, as the result of exposures to planned
discharges of radioactive materials, radon and its
daughters excepted, to the general environment
from uranium fuel cycle operations and to radiation
from these operations.” It should be noted that the
dose limits of this EPA standard are also based on
ICRP Publication 2 dosimetry concepts and dose
calculation methods.

CFR part 20 and 10 CFR part 50,
appendix I, regulations, guidance, and
supporting computer software.
Enclosure 4, “Listing of NRC Guidance
Potentially Subject for Update,” of
SECY-08-0197 lists NRC documents
and computer codes that would need to
be reviewed and updated.

In implementing the ALARA
requirements of 10 CFR part 50,
appendix I, the NRC published a series
of regulatory guides to provide guidance
on how to demonstrate compliance with
10 CFR part 50, appendix I. The
regulatory guides address methods for
estimating the activity released in
gaseous and liquid effluents, dispersion
of effluents in the atmosphere and water
bodies, and calculating potential
radiation doses to offsite members of the
public (see Section VIII of this ANPR for
the full title and availability of
documents cited within this ANPR).
The key guidance document is
Regulatory Guide (RG) 1.109,
“Calculation of Annual Doses to Man
from Routine Releases of Reactor
Effluents for the Purpose of Evaluating
Compliance with 10 CFR part 50,
Appendix I, Rev. 1,” which describes
mathematical models and assumptions
for estimating radiation doses to
members of the public from radioactive
effluents. Two separate guidance
documents, NUREG/CR—-4013,
“LADTAP II-Technical Reference and
Users Guide,” and NUREG/CR-4653,
“GASPAR II-Technical Reference and
Users Guide,” describe computer
models that implement the guidance of
RG 1.109 and therefore are acceptable
methods in demonstrating compliance
with the 10 CFR part 50, appendix I,
requirements.

Regulatory Guide 1.109 contains
tables of dose factors. As described in
SECY-08-0197, a revised set of dose
factors are a crucial step to any revision
of the NRC’s radiation protection
framework for radioactive effluents.
These dose factors provide a basis for
calculating doses and determining
design objectives in 10 CFR part 50,
appendix I. These dose factors would
also provide the basis for revising the
limits for radioactive effluents in 10
CFR part 20, appendix B, Table 2, ECLs
for a representative member of the
public. These ECLs are calculated in one
of two ways and contain factors to
account for the exposure time, the
breathing rate, the dose limit for
members of the public, and the various
age groups exposed. These dose
conversion factors also provide a basis
for the 10 CFR part 20, appendix B,
Table 3, “Releases to Sewers,” limits,
which are calculated on a similar basis
as 10 CFR part 20 appendix B, Table 2,

but with different assumptions. The
tables of dose factors in RG 1.109 should
be revised as part of any effort to more
closely align the NRC’s regulations with
ICRP Publication 103 recommendations.
Besides the computer codes, RG 1.109
is supported by a series of related
documents, including RG 1.110, “Cost-
Benefit Analysis for Radwaste Systems
for Light-Water-Cooled Nuclear Power
Reactors;” which provides methods to
conduct cost-benefit analyses in
evaluating the performance of radwaste
systems used in light water reactors; RG
1.111, “Methods for Estimating
Atmospheric Transport and Dispersion
of Gaseous Effluents in Routine Releases
from Light-Water-Cooled Reactors;”
which describes mathematical models
and assumptions for estimating
atmospheric transport, dispersion, and
deposition of airborne effluents during
routine operation; RG 1.112,
“Calculation of Releases of Radioactive
Materials in Gaseous and Liquid
Effluents from Light-Water-Cooled
Power Reactors,” which describes
methods for calculating radioactive
source terms for evaluating radioactive
waste treatment systems; RG 1.113,
“Estimating Aquatic Dispersion of
Effluents from Accidental and Routine
Reactor Releases for the Purpose of
Implementing Appendix I, Rev. 1,”
which provides mathematical models
and methods in estimating aquatic
dispersion of both routine and
accidental releases; and RG 1.21,
“Measuring, Evaluating, and Reporting
Radioactivity in Solid Wastes and
Releases of Radioactive Materials in
Liquid and Gaseous Effluents from
Light-Water-Cooled Nuclear Power, Rev.
2,” which provides guidance on how to
measure, evaluate, and report to the
NRC, plant-related radioactivity
(excluding background radiation) in
effluents. These documents should be
revised as part of any effort to more
closely align the NRC’s regulations with
ICRP Publication 103 recommendations.
The NRC has issued several NUREGS
that support RG 1.109 and 10 CFR part
50, appendix I. For example, NUREG—
1301, “Offsite Dose Calculation Manual
Guidance: Standard Radiological
Effluent Controls for Pressurized Water
Reactors,” NUREG-1302, “Offsite Dose
Calculation Manual Guidance: Standard
Radiological Effluent Controls for
Boiling Water Reactors,” NUREG-0543,
“Methods for Demonstrating LWR
Compliance With the EPA Uranium
Fuel Cycle Standard (40 CFR part 190),”
and NUREG-0133, “Preparation of
Radiological Effluent Technical
Specifications for Nuclear Power Plants:
A Guidance Manual for Users of
Standard Technical Specifications,”
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present guidance on the format and
contents of operational programs. The
programs include the Offsite Dose
Calculation Manual, the radioactive
effluent control program (previously
known as Radiological Effluent
Technical Specifications or RETS), and
the Radiological Environmental
Monitoring Program (or REMP).

There are other regulatory guides,
although not issued for the purpose of
supporting RG 1.109, that are
nonetheless linked to implementation of
10 CFR part 50, appendix I. For
example, RG 4.15, “Quality Assurance
for Radiological Monitoring Programs
(Inception through Normal Operations
to License Termination)—Effluent
Streams and the Environment, Rev. 2,”
addresses quality assurance for
maintaining radiological effluent
monitoring programs at or around
reactor sites. Enclosure 4 of SECY-08—
0197 presents an initial listing of NRC
guidance (documents and computer
codes) that would be reviewed and
updated, as needed, in supporting the
implementation of any potential
revision to 10 CFR part 50, appendix L.

Even though the NRC’s regulations on
radioactive effluents are protective of
the health and safety of the public, over
the past decade there have been
discussions with stakeholders about
updating the basis of 10 CFR part 50,
appendix I, design objectives, the
regulatory guidance documents, and the
supporting computer software to be
consistent with the dose methodology
used in 10 CFR part 20. Some of the
considerations identified by NRC staff
are:

(1) Updating 10 CFR part 50,
appendix I, requirements and associated
dose calculation methodology, which is
based upon the recommendations of
ICRP Publication 2 (1959), to reflect
current scientific knowledge underlying
radiation protection principles, such as
those described in ICRP Publication 103
(2007);

(2) Engaging in parallel revisions of 10
CFR part 20 and 10 CFR part 50,
appendix [, for better alignment with
ICRP Publication 103 terminology and
methodology for dose assessments; as
well as to ensure that any rulemaking
amending 10 CFR part 20 and 10 CFR
part 50, appendix I, have a common
effective or compliance date;

(3) Updating the radiation protection
principles because ICRP Publication 2
recommendations are no longer taught
in current health physics university
curricula and as a result, the NRC staff
and industry need to instruct new
employees about the implementation of
ICRP Publication 2 in reviewing and
preparing reactor license applications

that rely upon NRGC guidance and dose
computer codes (e.g., the computer
codes LADTAP and GASPAR which
calculate doses for liquid effluents and
gaseous effluents, respectively) based
upon ICRP Publication 2; and

(4) Whether amending 10 CFR part 50,
appendix I, to more closely align with
the ICRP Publication 103
recommendations substantially
increases the overall protection of the
public health and safety, and is cost-
justified under a backfit or issue finality
analysis, such that a revised 10 CFR part
50, appendix I, should be applied to
existing 10 CFR part 50 licensees and to
those persons who hold NRC licenses
under 10 CFR part 52 (e.g., combined
license holders and applicants, a holder
of a standard design certification).

Given these concerns, the NRC staff is
considering more closely aligning the
dose concepts of 10 CFR part 20 and the
10 CFR part 50, appendix I, to the ICRP
Publication 103 recommendations.

III. Regulatory Objectives

The NRC staff has identified the
following objectives in any potential
rulemaking to revise 10 CFR part 50,
appendix I:

1. Engage stakeholders in a discussion
on ways to improve 10 CFR part 50,
appendix I, with particular emphasis on
improving the terminology and
methodology for dose assessments.

2. Collect stakeholder comments,
consider stakeholder input, and
evaluate various options to achieve a
better alignment between 10 CFR part
50, appendix I, and the most recent
terminology and methodology for dose
assessments in ICRP Publication 103.

3. Establish a technical basis for
exceptions to the recommendations of
ICRP Publication 103, to the extent
these recommendations are considered
by the NRC in a future proposed
rulemaking.

4. Prepare and submit a regulatory
basis document to the Commission in
accordance with the Commission’s
direction in SRM—SECY-12-0064.

IV. Policy and Technical Issues

Achieving a closer alignment between
10 CFR part 50, appendix I, and the
ICRP Publication 103 recommendations
would involve changing the underlying
terminology and methodology for dose
assessment in 10 CFR part 50, appendix
I. This closer alignment, if adopted by
the NRC, would pose several challenges
for the NRC, including the need to
revise guidance documents and
implementing procedures, and updating
computer codes. Likewise, a closer
alignment would require licensees to re-
train workers to use a new dose

assessment system, revise implementing
procedures and programs, and revise
record keeping and data reporting
practices. Therefore, the NRC is seeking
to understand the impacts of more
closely aligning 10 CFR part 50,
appendix I, and associated guidance
with the ICRP Publication 103
recommendations regarding terminology
and methodology for dose assessments.
The issues and options below are
intended to elicit input from the public,
the regulated community, and other
stakeholders. This information will be
used to support the development of a
regulatory basis for a potential revision
of the 10 CFR part 50, appendix I,
regulations and associated guidance.

A. Issue No. 1: Closer Alignment of 10
CFR Part 20 and 10 CFR Part 50,
Appendix I, With the Terminology and
Methodology Recommendations of ICRP
Publication 103

The ICRP has published four primary
sets of radiological protection
recommendations, namely, ICRP
Publication 2 (1959), ICRP Publication
26 (1977); ICRP Publication 60 (1990),
and ICRP Publication 103 (2007). As
noted earlier, the 10 CFR part 20
regulations are based on ICRP
Publication 26, while the 10 CFR part
50, appendix I, requirements are based
on ICRP Publication 2. One important
way the dose terminology used in 10
CFR part 20 deviates from the ICRP
Publication 26 recommendations is by
the use of the term ““Total Effective Dose
Equivalent.” This term was created by
the NRC to describe the summation of
internal and external exposure. The
ICRP Publication 26 recommendations
use the phrase “the sum of the dose-
equivalent from external exposure” and
“the committed effective dose
equivalent from the intake of
radionuclides.” The ICRP Publication
60 recommendations changed the way
tissue and radiation weighting factors
were defined and used. There was also
a corresponding change in the
terminology from quality factors to
radiation weighting factors. The ICRP
Publication 60 introduced the terms
“Effective Dose’’ (ED) and ‘““Total
Effective Dose” (TED) to clearly
represent the summation of the dose
contributions from external exposure
and the intake of radioactive material.

The ICRP Publication 103
recommendations retained the
terminology of effective dose and
equivalent dose but made several
revisions to the calculation of dose,
including: (1) The modification of the
modeling used for calculation of
radiation exposures; (2) changes in
tissue weighting factors and radiation
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weighting factors; and (3) modifications
of the metabolic models used to
represent the movement of radioactive
material through the human body, by
use of computer models. These
revisions have resulted in the
development of reference computational
phantoms that are specific models for
adult males and females, 15-year-old
males and females, and for various other
age groups, including infants and 1-
year-old, 5-year-old, and 10-year-old
children. The reference phantoms for
the human body are described in
general terms in ICRP Publication 103
and more specifically in ICRP
Publication 110 (2009).14

The availability of new models for
different age groups provides the
opportunity to calculate the numeric
values for public exposure to effluents
in a more comprehensive manner as
compared to the previous calculation
methodology of basing assessments
primarily on an adult member of the
public. As part of the potential
rulemaking to amend 10 CFR part 20,
the NRC is considering the use of an age
and gender weighted dose coefficient
and revising the definition of the term
“reference man” 15 to be used in
environmental dose calculations. With
respect to the implementation of 10 CFR
part 50, appendix I, RG 1.109 considers
four age groups: Infant, child, teenager,
and adults. The development of age-
specific dose coefficients per unit intake
of radioactivity (inhaled or ingested) is
described in NUREG-0172, “Age-
Specific Radiation Dose Commitment
Factors for a One-Year Intake.”” As part
of this ANPR, the NRC is considering
the use of an age and gender averaged
approach in any revision to the 10 CFR
part 20 and 10 CFR part 50,
appendix L.

The NRC staff, as part of its
development of the regulatory basis,
will consider revising the regulations in
10 CFR part 20 and 10 CFR part 50,
appendix I, as well as making
conforming changes to other NRC
regulations to incorporate the ICRP
Publication 103 terms, equivalent dose,
effective dose, and ‘““Total Effective
Dose.” The NRC staff recognizes the
preference, from a regulatory stability
standpoint, for retaining TEDE but will
analyze, in the regulatory basis, the

14 JCRP Publication 110 (2009), “Adult Reference
Computational Phantoms.”

15 The NRG regulations use the term “Reference
man,” which means a hypothetical aggregation of
human physical and physiological characteristics
arrived at by international consensus. These
characteristics may be used by researchers and
public health workers to standardize results of
experiments and to relate biological insult to a
common base (10 CFR 20.1003, definition of
“Reference man”’).

advantages and disadvantages of
replacing TEDE with TED in the NRC
regulations. The reader is encouraged to
review the parallel ANPR (Docket ID
NRC-2009-0279, 79 FR 43284) on the
proposed revision to 10 CFR part 20 for
more details.

The following options and questions
are intended to elicit information and
initiate a dialog with the public, the
regulated community, and other
stakeholders in future workshops and
meetings.

Option 1a: Do not change the basis of
10 CFR part 50, appendix I, and
continue to use the existing
requirements and NRC guidance. This
option is based on current NRC
regulations continuing to adequately
protect the public, although 10 CFR part
20 and 10 CFR part 50, appendix I, are
based on different methods of assessing
dose. Licensee compliance with 10 CFR
part 50, appendix I, will continue to
demonstrate that radioactive effluents to
unrestricted areas are ALARA. If the
NRC selects this option, the NRC may
make minor revisions to update
supporting NRC guidance, as most of
such guidance was published in the late
1970s.

Option 1b: Revise the terminology
and methodology for dose assessments
in 10 CFR part 50, appendix I, to more
closely align with the recommendations
of ICRP Publication 103, in parallel with
any revisions made to the 10 CFR part
20 regulations.16 This approach would
ensure a consistent application of
regulatory criteria between 10 CFR part
20 and 10 CFR part 50, appendix I. This
option would offer the opportunity to
use to a common regulatory basis for
calculating and reporting doses.

Questions

Question 1-1: What are the
advantages and disadvantages of the
NRC selecting option 1a?

The following questions are based
upon the NRC selecting option 1b:

Question 1-2: What are the
advantages and disadvantages of more
closely aligning the 10 CFR part 50,
appendix I, terminology and
methodology for dose assessments with
those of the ICRP Publication 103
recommendations?

Question 1-3: At this time, the NRC
is contemplating a parallel rulemaking
effort, one for 10 CFR part 20 and one
for 10 CFR part 50, appendix I, with a
common effective or compliance date
for both rules. What are the advantages

16 See the 10 CFR part 20 ANPR (Docket ID NRC—
2009-0279), published in the Federal Register on
July 25, 2014 (79 FR 43284), for further details
about potential revisions to 10 CFR part 20.

or disadvantages of the NRC conducting
such a parallel rulemaking effort?

Question 1-4: What are the backfitting
implications of applying option 1b to 10
CFR part 50 licensees? What are the
issue finality implications of applying
option 1b to those persons who hold
NRC approvals under 10 CFR part 52
(e.g., combined license holders and
applicants, a holder of a standard design
certification)?

Question 1-5: What cost savings
would be realized over the life of the
operational programs if dose calculation
methods (for 10 CFR part 20 and 10 CFR
part 50, appendix I) are standardized?

Question 1-6: What operational
impacts and costs (per reactor unit)
would be incurred by licensees (e.g., in
updating licensee programs, procedures,
computer codes, training)?

Question 1-7: Would licensee costs
and the operational impacts of
complying with a revised 10 CFR part
50, appendix I, be similar for both BWRs
and PWRs?

Question 1-8: Should all of the
conforming changes to the dose based
criteria in 10 CFR part 50 (e.g., the TEDE
criteria in 10 CFR 50.34(a)(1)(ii), 10 CFR
50.67, and appendix A, “General Design
Criteria for Nuclear Power Plants,”
Criterion 19, “Control Room”) be
changed coincident with the changes to
10 CFR part 50, appendix I, or should
conforming changes to other parts of the
regulations be conducted in a separate,
later rulemaking?

Question 1-9: Should the NRC
expand the number of age groups from
4 to 6 as recommended in ICRP
Publication 1037

B. Issue No. 2: Scope of Changes to NRC
Guidance Documents Associated With
10 CFR Part 50, Appendix I in Terms of
Regulatory Guide 1.109

In the event of a revision of the 10
CFR part 50, appendix I, regulations, the
NRC would need to consider making
revisions to several guidance documents
associated with the 10 CFR part 50,
appendix I, regulations. In Enclosure 3
of SECY-08-0197, the NRC staff
examined a tiered approach reflecting
increasing levels of complexity of a
revision to the associated guidance
documents. The discussion in SECY—
08—-0197 considered three options for
revising those guidance documents
associated with 10 CFR part 50,
appendix I. The NRC staff notes that the
primary guidance document, RG 1.109,
has not been updated since 1977.

The following options and questions
are intended to elicit information and
initiate a dialog with the public, the
regulated community, and other
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stakeholders in future workshops and
meetings.

Option 2a: Limited Scope Revision
(no changes to the numerical values)—
Under this option, the proposed
revision would include very limited
changes to 10 CFR part 50, appendix I
(e.g., to change the design objectives for
total body dose only), and would
involve very limited changes to only
one regulatory guide (e.g., the dose
coefficients in R.G. 1.109, Table B—1,
“Dose Factors for Exposure to a Semi-
Infinite Cloud of Noble Gases,” and
Tables E-6, ‘“‘External Dose Factors for
Standing on Contaminated Ground,” to
E-14, “Ingestion Dose Factors for
Infant,” only).

Option 2b: Full Scope Revision—
Under this option, the NRC would
consider a complete revision to 10 CFR
part 50, appendix I, and all NRC
guidance documents, which would
include a total of more than 30
regulatory guides, NUREGsS, generic
communications, and associated
software programs. A full scope revision
also involves evaluating new radwaste
systems, updating dispersion models,
new source terms, rewriting RG 1.109,
RG 1.110, RG 1.111, and RG 1.112.

Option 2c: Expanded Scope
Revision—Under this option, the NRC
would include more substantive
changes to the regulations and
applicable guidance documents than
included in Option 2a and potentially
substantially less than that listed in
Option 2b.

Questions

Question 2—1: Which Option (i.e.,
what scope of changes to NRC guidance
documents) seems most appropriate,
and are other options available?

Question 2—2: What are the
advantages and disadvantages of each of
the three options?

C. Issue No. 3: Detailed Considerations
for Revising 10 CFR Part 50,
Appendix I

The questions in this section explore
some of the specific technical details
that may be associated with revising the
design objectives. The NRC staff has
identified the following options for
potential revisions to the 10 CFR part
50, appendix I. It should be noted that
the various options below are not
considered to be mutually exclusive;
that is, the NRC may consider one or
more of these options, or various
combinations of these options:

Option 3a: Maintain the numerical
values of the 10 CFR part 50, appendix
I, design objectives—the NRC staff
would keep the numerical values for
design objectives, but change the units.

For example, the annual design
objective for liquid effluents, which is
currently a total body dose of 3 mrem
on an annual basis, would be changed
to an effective dose of 3 mrem.

Option 3b: Eliminate the use of organ
dose as design objectives in 10 CFR part
50, appendix I, for liquid and gaseous
effluents—the NRC staff would provide
a single effective dose based criterion in
lieu of specific organ dose criteria (e.g.
thyroid).

Option 3c: Eliminate the use of
annual gamma and beta-air doses for
gaseous effluents—the NRC staff would
eliminate annual gamma-air and beta-air
doses for gaseous effluents or convert
them to an effective dose.

Option 3d: Update cost-benefit
criteria in Section IL.D of 10 CFR part
50, appendix I—the NRC staff would
update the constant dollar basis in the
cost-benefit criteria in Section IL.D of 10
CFR part 50, appendix L.

Option 3e: Disposition of Docket RM—
50-2, “Guides on Design Objectives for
Light-Water-Cooled Nuclear Power
Reactors,” in the “Concluding
Statement of Position of the Regulatory
Staff,” pp. 25—30 (February 20, 1974)—
the NRC staff would remove Docket
RM-50-2 from 10 CFR part 50,
appendix I, Section V, if the NRC staff
determines that it is no longer
applicable to any pending applications.

The following options for potential
revisions to 10 CFR part 50, appendix I,
are unrelated to the alignment with the
ICRP Publication 103 terminology and
methodology but have some
implications for associated NRC
guidance.

Option 3f: Light-water-cooled reactor
provisions of 10 CFR part 50, appendix
I—the NRC staff would expand scope of
10 CFR part 50, appendix I, to include
designs other than Light-Water-Cooled
Reactors.

Option 3g: Consolidation of NRC
licensing guidance implementing 10
CFR part 50, appendix I—the NRC staff
would consolidate some NRC guidance
documents, if appropriate, and update
the following RGs and NUREGs:

a. RG 1.21

b. RG 1.109

c. RG 1.206

d. RG 4.15

e. NUREG-1301

f. NUREG-1302

g. NUREG-0133

h. NUREG-0543

i. NUREG/CR-4013—LADTAP
j- NUREG/CR-4013—GASPAR
k. NUREG-0800

The following questions are intended
to elicit information and initiate a dialog
with the public, the regulated

community, and other stakeholders in
future workshops and meetings.

Questions

Question 3—1: Should the NRC focus
on only those changes necessary to align
10 CFR part 50, appendix I, with ICRP
Publication 103 dose calculation
methods (e.g., Issue 3, options 3a thru
3e) or should all of the specific changes
identified in options 3a thru 3g be
evaluated?

Question 3-2: What significant
impacts would be expected if 10 CFR
part 50, appendix I, were revised to
include all of the options (Issue 3,
options 3a thru 3g)?

Question 3-3: Given the scope of the
regulatory and technical issues
associated with making all of the
specific changes identified in Issue 3,
options 3a thru 3g, is there any merit in
addressing selected options in future
implementation phases of this
rulemaking (or in separate rulemaking
efforts)? If so, which of the options
should be delayed?

Question 3—4: Should licensees still
report doses separately for organs, such
as skin and thyroid, whenever airborne
effluent releases are dominated by
radioactive iodines and noble gases?

Question 3-5: Should licensees
continue to report skin doses, skin dose
rates, total body dose rates, and organ
doses (including thyroid doses) if organ
doses are eliminated? Why or why not?

Question 3-6: Should the categories
of releases described in 10 CFR part 50,
appendix I (liquid activity, noble gases
in gaseous releases, radioactive iodines,
tritium, other nuclides in gaseous
releases), be expanded or otherwise
revised?

D. Issue No. 4: Metrication—Units of
Radioactivity, Radiation Exposure, and
Dose

The current 10 CFR part 20 radiation
protection regulations were
promulgated approximately 1 year prior
to the publication of the NRC’s
metrication policy (57 FR 46202;
October 7, 1992). The metrication policy
addresses the units to be used to express
radioactivity, radiation exposure and
dose. Therefore, regulations referencing
dose limits and other measurements are
formatted with the SI units in
parentheses. Other NRC regulations
have instances in which the SI units are
listed first, with the traditional or
“English” units in parentheses.
Numerical values listed in the 10 CFR
part 20 appendices are given only in the
traditional units. In SRM—SECY-12—
0064, the Commission disapproved the
elimination of traditional units or
“English” dose units from the NRC’s
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regulations. The SRM further stated that
both the traditional and SI units should
be maintained.

Pursuant to the NRC’s 1992
metrication policy, the NRC supports
and encourages the use of the metric
system of measurement by the nuclear
industry. The 1992 policy directed that
the NRC, beginning in 1993, publish the
following documents in dual units, with
the SI units listed first followed by the
English units in parentheses: New
regulations, major amendments to
existing regulations, regulatory guides,
NUREG-series documents, policy
statements, information notices, generic
letters, bulletins, and all written
communications directed to the public.
The NRC'’s policy further directs that
NRC documents specific to a licensee,
such as inspection reports and docketed
material concerning a particular
licensee, will be in the system of units
employed by the licensee. Furthermore,
all event reporting and emergency
response communications between
licensees, the NRC, and State and local
authorities will use the traditional
system of measurement. In a 1996
review of its 1992 metrication policy,
the Commission stated that it does not
intend to revisit the 1992 policy unless
it is shown to cause an undue burden
or hardship (61 FR 31169-31171; June
19, 1996).

The NRC has issued an ANPR
concerning a potential revision to its
radiation protection regulations in 10
CFR part 20. In its 10 CFR part 20
ANPR, the NRC staff is seeking input on
how the Commission’s metrication
policy should be implemented,
particularly with how the numerical
values should be presented in appendix
B of 10 CFR part 20. Appendix B of 10
CFR part 20 is set forth in a tabular
format with nine columns providing
each radionuclide’s annual limits on
intake (ALI) and derived air
concentrations (DAC), effluent
concentration limits for airborne and
liquid releases to the general
environment, and concentration limits
for discharges to sanitary sewer systems
in the traditional units of microcuries
(uCi) or microcuries per milliliter (uCi/
ml).

The concerns identified in the 10 CFR
part 20 ANPR, such as the use of dual
units (SI and traditional) are also
relevant to the guidance used in
implementing 10 CFR part 50, appendix
I. For example, RG 1.109, presents
traditional units of radioactivity, dose
coefficients, and dose conversion
factors, specifically in Table A1,
“Bioaccumulation Factors to Be Used in
the Absence of Site-Specific Data;”
Table B—1, “Dose Factors for Exposure

to a Semi-Infinite Cloud of Noble
Gases;” Table E-6, ‘““External Dose
Factors for Standing on Contaminated
Ground;” Tables E-7 to E-10,
“Inhalation Dose Factors;” and Tables
E-11 to E-14, “Ingestion Dose Factors.”
As noted in the 10 CFR part 20 ANPR,
the conversion of the unit of
radioactivity from the traditional unit of
uCGi to the SI unit of becquerel (Bq) is
not a whole number or an integer value.
As a result, the number of significant
digits will result in different values,
with the difference determined by the
rounding of the numerical values. For
example, if rounded to one significant
digit, using the standard rounding
conventions, the value in SI unit would
be smaller than the value in puCi, and
would be more restrictive. Therefore,
the NRC staff is seeking to explore the
implications of presenting dose
coefficients, dose conversions factors,
and cost-benefit ratios in both SI and
traditional units. Licensees are
encouraged to review the technical and
metrication policy issues described in
the 10 CFR part 20 ANPR, as they are
not repeated here for brevity.

If 10 CFR part 20 and appendix B to
10 CFR part 20 were revised to include
both SI and traditional units, then it
would be necessary for consistency to
also revise the numerical guides of
Section IT of 10 CFR part 50, appendix
I, and guidance used to implement these
requirements. Therefore, providing both
sets of units may be perceived as
resulting in a cumbersome set of
regulatory criteria and tabulations in RG
1.109. Similarly, parallel revisions
would need to be made to computer
codes used to calculate doses such that
dose results would be expressed in both
units. One alternative could be to
provide an expanded set of tables in the
regulatory guide or a NUREG for the
convenience of users. The use of
traditional and SI units pose significant
communication challenges given the
potential for confusion when different
sets of units are used. The NRC staff is
interested in views of possible
alternatives, and implications of
alternatives on the format of regulations
and guidance and impacts on plant
operations in aligning any revisions to
10 CFR part 20 and 10 CFR part 50,
appendix I, with the Commission’s
metrication policy.

The following questions are intended
to elicit information and initiate a dialog
with the public, the regulated
community, and other stakeholders in
future workshops and meetings.

Questions

Question 4—1: Should the annual
radioactive effluent release reports

contain both metric and English units
(e.g., metric units first, followed by
English units in parentheses)? Would
this be an undue burden or hardship, as
identified in the Commission’s 1996
review of the 1992 metrication policy
(61 FR 31171; June 19, 1996)? Explain
and provide examples.

Question 4-2: What costs or other
impacts to operational programs would
be incurred if metrication was changed
as described above?

Question 4-3: Should the
requirements of 10 CFR 20.2101(a) and
the guidance of RGs 1.21 and 4.15 be
revised and integrated with those in 10
CFR part 50, appendix I, thereby
allowing licensees to provide records
and reports in SI units only?

V. Public Meetings

The NRC plans to conduct public
meetings and participate in industry
workshops and conferences for the
purpose of discussing the issues
identified in this ANPR. The public
meetings will provide forums for the
NRC staff to discuss the issues and
questions identified in this ANPR with
external stakeholders and to receive
information to support development of
a regulatory basis for a potential
revision to 10 CFR part 50, appendix L.
The meetings are not intended to be a
formal solicitation of comments, but
rather to encourage stakeholders to
provide feedback in written form during
the ANPR comment period. The NRC
will post public meeting
announcements at least 10 calendar
days before the date of the meetings at
http://www.nre.gov/public-involve/
public-meetings/index.cfm.
Stakeholders should monitor this NRC
public meeting Web site for information
about the meetings and issues specific
to the potential revision of 10 CFR part
50, appendix I, regulations and
guidance.

VI. Cumulative Effects of Regulation

The NRC has implemented a program
to address the possible “Cumulative
Effects of Regulation” (CER) in the
development of regulatory bases for
rulemakings. The CER recognizes the
challenges that licensees or other
impacted entities (such as Agreement
States) may face while implementing
new NRC or other agency regulatory
requirements. The CER is an
organizational effectiveness challenge
that results from a licensee or other
impacted entity implementing a number
of complex positions, programs or
requirements within a prescribed
implementation period and with limited
available resources, including the ability
to access technical expertise to address
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a specific issue. The NRC is specifically
requesting comments on the cumulative
effects that may result from potential
amendments to 10 CFR part 50,
appendix I, and revisions to associated
guidance documents. When developing
comments on the possible cumulative
effects of any future rulemaking to
amend the 10 CFR part 50, appendix I,
and associated guidance documents,
please consider the following questions:

Questions

Question 5—1: If the NRC conducts a
parallel rulemaking effort (amending its
regulations in both 10 CFR part 20 and
10 CFR part 50, appendix I), should
there be a separate, later compliance
date (i.e., a period of time between the
rules’ effective date and a date when
licensees must be in compliance with
the rules)? If so, when should the
compliance date be set, e.g., 1 year after
the effective date? Two years? Another
length of time? Please explain the

rationale or justification for any such
compliance date.

Question 5—2: What actions could be
taken to reduce or minimize the
implementation time?

Question 5-3: What other
requirements, regulations, or orders,
whether issued or promulgated by the
NRC or another Federal agency, may
compete with, or take priority over
implementing any potential changes to
10 CFR part 50, appendix I? If so, what
are the consequences, including
associated costs, and how should they
be addressed?

Question 5—4: If 10 CFR part 50,
appendix I, is amended, what
unintended consequences, including
associated costs, may arise that would
negate the benefits to revising it? What
could be done to minimize unintended
consequences?

In addition to responding to the
questions above, please provide, if
available, information on the costs and
benefits of any potential revisions to the

10 CFR part 50, appendix I, regulations
and associated guidance documents.
This information will be used to support
any regulatory analysis performed by
the NRC.

VII. Plain Writing

The Plain Writing Act of 2010, (Pub.
L. 111-274) requires Federal agencies to
write documents in a clear, concise, and
well-organized manner. The NRC has
written this document to be consistent
with the Plain Writing Act as well as the
Presidential Memorandum, “Plain
Language in Government Writing,”
published June 10, 1998 (63 FR 31883).
The NRC requests comments on this
ANPR with respect to the clarity and
effectiveness of the language used.

VIII. Availability of Documents

The documents identified in the
following table are available to
interested persons through one or more
of the following methods, as indicated.

: ADAMS Acces-
Cited documents sion No.

Proposed Revision to 10 CFR part 20, ANPR (79 FR 43284; July 25, 2014) ......oioiiiiiiiiieeiieiieeee ettt ML14084A333

Extension of Comment Period for the 10 CFR part 20 ANPR (79 FR 69065; November 20, 2014) .......cccccceviiiiiiirieenienieeneeeeen ML14325A519

Proposed Revision to 40 CFR part 190, ANPR (79 FR 6509; February 4, 2014) ......cocciiiiiiiiiiieiieeee ettt Not in ADAMS

SECY-01-0148, “Processes For Revision of 10 CFR Part 20 Regarding Adoption Of ICRP Recommendations On Occupa- | ML011580363
tional Dose Limits And Dosimetric Models and Parameters,” August 2, 2001.

SRM-SECY-01-0148, “Processes For Revision of 10 CFR Part 20 Regarding Adoption Of ICRP Recommendations On Occu- | ML021050104
pational Dose Limits And Dosimetric Models And Parameters,” April 12, 2002.

SECY-08-0197, “Options to Revise Radiation Protection Regulations And Guidance With Respect to the 2007 Recommenda- | ML083360555
tions of ICRP,” December 18, 2008.

SRM-SECY-08-0197, “Options To Revise Radiation Protection Regulations and Guidance With Respect to the 2007 Rec- | ML090920103
ommendations of ICRP,” April 2, 2009.

SECY-12-0064, “Recommendations For Policy and Technical Direction To Revise Radiation Protection Regulations and Guid- | ML121020108
ance,” April 25, 2012.

SRM-SECY-12-0064, “Recommendations For Policy And Technical Direction To Revise Radiation Protection Regulations | ML12352A133
And Guidance,” December 17, 2012.

Regulatory Guide 1.21, “Measuring, Evaluating, and Reporting Radioactivity in Solid Wastes and Releases of Radioactive Ma- | ML091170109
terials in Liquid and Gaseous Effluents from Light-Water-Cooled Nuclear Power, Rev. 2,” June 2009.

Regulatory Guide 1.109, “Calculation of Annual Doses to Man from Routine Releases of Reactor Effluents for the Purpose of | ML0O03740384
Evaluating Compliance with 10 CFR Part 50, Appendix I, Rev. 1,” October 1977.

Regulatory Guide 1.110, “Cost-Benefit Analysis for Radwaste Systems for Light-Water-Cooled Nuclear Power Reactors, Rev. | ML13241A052
1,” October 2013.

Regulatory Guide 1.111, “Methods for Estimating Atmospheric Transport and Dispersion of Gaseous Effluents in Routine Re- | ML003740354
leases from Light-Water-Cooled Reactors, Rev. 1,” July 1977.

Regulatory Guide 1.112, “Calculation of Releases of Radioactive Materials in Gaseous and Liquid Effluents from Light-Water- | ML070320241
Cooled Nuclear Power Reactors, Rev. 1,” March 2007.

Regulatory Guide 1.113, “Estimating Aquatic Dispersion of Effluents from Accidental and Routine Reactor Releases for the | ML0O03740390
Purpose of Implementing Appendix |, Rev. 1,” April 1977.

Regulatory Guide 1.206, “Combined License Applications for Nuclear Power Plants (LWR Edition),” June 2007 ..........cccccoveeuene ML070720184

Regulatory Guide 4.15, “Quality Assurance for Radiological Monitoring Programs (Inception through Normal Operations to Li- | ML071790506
cense Termination)—Effluent Streams and the Environment, Rev. 2,” July 2007.

Docket RM-50-2, “Guides on Design Objectives for Light-Water-Cooled Nuclear Power Plants” ...........cccccoviiiieiieenenneeneens ML14071A275

NUREG-0133, “Preparation of Radiological Effluent Technical Specifications for Nuclear Power Plants: A Guidance Manual for | ML091050057
Users of Standard Technical Specifications,” October 1978.

NUREG-0172, “Age-Specific Radiation Dose Commitment Factors for a One-Year Intake,” November 1977 ........c.cccoeniiinens ML14083A242

NUREG-0543, “Methods for Demonstrating LWR Compliance With the EPA Uranium Fuel Cycle Standard (40 CFR Part | ML081360410
190),” February 1980.

NUREG-0800, “Standard Review Plan for the Review of Safety Analysis Reports for Nuclear Power Plants: LWR Edition,” | MLO70660036
March 2007.

NUREG/CR-1276, “User’'s Manual for LADTAP Il—A Computer Program for Calculating Radiation Exposure to Man from Rou- | Not In
tine Releases of Nuclear Reactor Liquid Effluents,” May 1980. ADAMS 17

NUREG-1301, “Offsite Dose Calculation Manual Guidance: Standard Radiological Effluent Controls for Pressurized Water Re- | ML091050061
actors,” April 1991.
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. ADAMS Acces-
Cited documents sion No.
NUREG-1302, “Offsite Dose Calculation Manual Guidance: Standard Radiological Effluent Controls for Boiling Water Reac- | ML091050059
tors,” April 1991.
NUREG-1555, “Standard Review Plans for Environmental Reviews for Nuclear Power Plants: Environmental Standard Review | ML12335A667
Plan (with Supplement 1 for Operating Reactor License Renewal),” June 2013.
NUREG/CR-4013, “LADTAP I, “Technical Reference and User Guide,” APril 1986 .........ccceeiiiriiiiieeieee e Not In
ADAMS 18
NUREG/CR-4653, “GASPAR Il—Technical Reference and User Guide,” March 1987 .........cccccviiiiiiieiiiie e seee e eee e Not In
ADAMS 190

The NRC may post additional
materials to the Federal rulemaking Web
site at www.regulations.gov, under
Docket ID NRC-2014-0044. The Federal
rulemaking Web site allows you to
receive alerts when changes or additions
occur in a docket folder. To subscribe:
(1) Navigate to the docket folder (NRC—
2014-0044), (2) click the “Email Alert”
link; and (3) enter your email address
and select how frequently you would
like to receive emails (daily, weekly, or
monthly).

IX. Rulemaking Process

The NRC will consider comments
received or other information submitted
in response to this ANPR in the
development of the proposed draft
regulatory basis or any other documents
developed as a part of any potential
revisions to the 10 CFR part 50,
appendix I, regulations. The NRC,
however, does not intend to provide
responses to comments or other
information submitted in response to
this ANPR. If the NRC develops a
regulatory basis sufficient to support a
proposed rule, then there will be an
opportunity for public comment when
the proposed rule is published and the
NRC will respond to such comments if
and when it publishes a final rule. If the
NRC develops draft supporting guidance
or proposes revisions to existing
guidance documents associated with the
10 CFR part 50, appendix I regulations,
then the public, the regulated
community, and other stakeholders will
have an opportunity to provide
comment on the draft guidance. If NRC
decides not to pursue a 10 CFR part 50,
appendix I rulemaking, as described in
this ANPR, the NRC will publish a
document in the Federal Register that
will generally address public comments
and withdraw this ANPR.

Dated at Rockville, Maryland, this 17th day
of April, 2015.

17 NUREG/CR-1276, NUREG/CR-4013, and
NUREG/CR-4653 are available through the
Radiation Safety Information Computational Center
at https://rsicc.ornl.gov/Default.aspx.

18 See footnote 17.

19 See footnote 17.

For the Nuclear Regulatory Commission.
Mark A. Satorius,
Executive Director for Operations.
[FR Doc. 2015-10408 Filed 5—-1-15; 8:45 am]
BILLING CODE 7590-01-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—2015-0933; Directorate
Identifier 2014-NM-098-AD]

RIN 2120-AA64

Airworthiness Directives; Fokker
Services B.V. Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: We propose to adopt a new
airworthiness directive (AD) for all
Fokker Services B.V. Model F.27 Mark
200, 300, 400, 500, 600, and 700
airplanes. This proposed AD was
prompted by a design review, which
revealed that no controlled bonding
provisions are present on a number of
critical locations inside the fuel tank or
connected to the fuel tank wall; and no
anti-spray cover is installed on the fuel
shut-off valve (FSOV) in both wings.
This proposed AD would require
installing additional bonding provisions
in the fuel tank, installing an anti-spray
cover on the FSOV, and revising the
airplane maintenance program by
incorporating fuel airworthiness
limitation items and critical design
configuration control limitations. We
are proposing this AD to prevent an
ignition source in the fuel tank vapor
space, which could result in a fuel tank
explosion and consequent loss of the
airplane.

DATES: We must receive comments on
this proposed AD by June 18, 2015.
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.

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-2015—
0933; 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 proposed 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: Tom
Rodriguez, Aerospace Engineer,
International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue SW., Renton, WA
98057—-3356; telephone 425-227-1137;
fax 425-227-1149.

SUPPLEMENTARY INFORMATION:

Comments Invited

We invite you to send any written
relevant data, views, or arguments about
this proposed AD. Send your comments
to an address listed under the
ADDRESSES section. Include ‘“Docket No.
FAA-2015-0933; Directorate Identifier
2014-NM-098—-AD” at the beginning of
your comments. We specifically invite
comments on the overall regulatory,
economic, environmental, and energy
aspects of this proposed AD. We will
consider all comments received by the
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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

The European Aviation Safety Agency
(EASA), which is the Technical Agent
for the Member States of the European
Union, has issued EASA Airworthiness
Directive 2014—0099, dated April 30,
2014 (referred to after this as the
Mandatory Continuing Airworthiness
Information, or “the MCAI”’), to correct
an unsafe condition for all Fokker
Services B.V. Model F.27 Mark 200, 300,
400, 500, 600, and 700 airplanes. The
MCALI states:

Prompted by an accident * * *, the FAA
published Special Federal Aviation
Regulation (SFAR) 88, and the Joint Aviation
Authorities (JAA) published Interim Policy
INT/POL/25/12.

The review conducted by Fokker Services
on the Fokker 27 design in response to these
regulations revealed that no controlled
bonding provisions are present on a number
of critical locations, inside the fuel tank or
connected to the fuel tank wall, and no anti-
spray cover is installed on the Fueling Shut-
Off Valve (FSOV) in both wings.

This condition, if not corrected, could
create an ignition source in the fuel tank
vapour space, possibly resulting in a fuel
tank explosion and consequent loss of the
aeroplane.

To address this potential unsafe condition,
Fokker Services developed a set of bonding
modifications and anti-spray covers,
introduced with Service Bulletin (SB)
SBF27-28-071 Revision 1 (R1), that require
opening of the fuel tank access panels. More
information on this subject can be found in
Fokker Services All Operators Message
AQOF27.043#03.

For the reasons described above, this
[EASA] AD requires installation of additional
bonding provisions, and of anti-spray covers
on the FSOV, that require opening of the fuel
tank access panels.

Required actions also include revising
the airplane maintenance program by
incorporating fuel airworthiness
limitation items and critical design
configuration control limitations. 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-2015—
0933.

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

ESTIMATED COSTS

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 proposed AD would require
revisions to certain operator
maintenance documents to include new
actions (e.g., inspections) and Critical
Design Configuration Control
Limitations (CDCCLs). Compliance with
these actions and CDCCLs is required by
14 CFR 91.403(c). For airplanes that
have been previously modified, altered,
or repaired in the areas addressed by
this 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 (j) of this AD. The request
should include a description of changes
to the required inspections that will
ensure the continued operational safety
of the airplane.

Costs of Compliance
We estimate that this proposed AD
affects 15 airplanes of U.S. registry.

We estimate the following costs to
comply with this proposed AD:

) Cost per Cost on U.S.
Action Labor cost Parts cost product operators
Installation of bonding provisions, anti-spray | 70 work-hours x $85 per hour = $5,950 ........ $0 $5,950 $89,250
cover, and maintenance program revision.

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 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.
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§39.13 [Amended]

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

Fokker Services B.V.: Docket No. FAA—
2015-0933; Directorate Identifier 2014—
NM-098-AD.

(a) Comments Due Date

We must receive comments by June 18,
2015.

(b) Affected ADs

None.
(c) Applicability

This AD applies to Fokker Services B.V.
Model F.27 Mark 200, 300, 400, 500, 600, and

700 airplanes, certificated in any category, all
serial numbers.

(d) Subject

Air Transport Association (ATA) of
America Code 28, Fuel.

(e) Reason

This AD was prompted by a design review,
which revealed that no controlled bonding
provisions are present on a number of critical
locations inside the fuel tank or connected to
the fuel tank wall; and no anti-spray cover is
installed on the fuel shut-off valve (FSOV) in
both wings. We are issuing this AD to
prevent an ignition source in the fuel tank
vapor space, which could result in a fuel tank
explosion and consequent loss of the
airplane.

(f) Compliance

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

(g) Installation of Bonding Provisions and
Anti-Spray Cover

At the next scheduled opening of the fuel
tanks after the effective date of this AD, but
no later than 84 months after the effective
date of this AD: Install additional bonding
provisions at the applicable locations, and
install an anti-spray cover on the FSOV in
both wings, using a method approved by the
Manager, International Branch, ANM-116,
Transport Airplane Directorate, FAA.

(h) Revision of Maintenance or Inspection
Program

Within 30 days after installing the bonding
provisions and anti-spray cover specified in
paragraph (g) of this AD: Revise the airplane
maintenance or inspection program, as
applicable, by incorporating fuel
airworthiness limitation items and Critical
Design Configuration Control Limitations
(CDCCLs), using a method approved by the
Manager, International Branch, ANM-116,
Transport Airplane Directorate, FAA.

(i) No Alternative Actions, Intervals, and/or
CDCCLs

After accomplishing the revision required
by paragraph (h) of this AD, no alternative
actions (e.g., inspections), intervals, or
CDCCLs may be used unless the actions,
intervals, or CDCCLs are approved as an
alternative method of compliance (AMOC) in

accordance with the procedures specified in
paragraph (j) of this AD.

(j) Other FAA AD Provisions

The following provisions also apply to this
AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, International
Branch, ANM-116, Transport Airplane
Directorate, FAA, 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 Branch, send it to ATTN:
Tom Rodriguez, Aerospace Engineer,
International Branch; ANM-116, Transport
Airplane Directorate, FAA, 1601 Lind
Avenue SW., Renton, WA 98057-3356;
telephone 425-227-1137; fax 425-227-1137.
Information may be emailed to: 9-ANM-116-
AMOC-REQUESTS@faa.gov. Before using
any approved AMOGC, notify your appropriate
principal inspector, or lacking a principal
inspector, the manager of the local flight
standards district office/certificate holding
district office. The AMOC approval letter
must specifically reference 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, International Branch, ANM—
116, Transport Airplane Directorate, FAA; or
the EASA; or Fokker Services B.V.’s EASA
Design Organization Approval (DOA). If
approved by the DOA, the approval must
include the DOA-authorized signature.

(k) Related Information

Refer to Mandatory Continuing
Airworthiness Information (MCAI) EASA
Airworthiness Directive 2014—0099, dated
April 30, 2014, 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—
2015-0933.

Issued in Renton, Washington, on April 17,
2015.
Victor Wicklund,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 2015-10180 Filed 5—-1-15; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2015-0937; Directorate
Identifier 2014-NM-024-AD]

RIN 2120-AA64

Airworthiness Directives; Airbus
Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: We propose to supersede
Airworthiness Directive (AD) 2011-24—
05, for certain Airbus Model A330-201,
-202,-203, -223, -243, -301, =302,
-303, -321, —322, —323, —341, —342, and
—343 airplanes; and Model A340-200
and —300 series airplanes. AD 2011-24—
05 currently requires repetitive
inspections for cracking of the hole(s) of
the horizontal flange of the keel beam,
and repair if necessary. Since we issued
AD 2011-24-05, a determination was
made that the rototest inspection and
applicable corrective actions of a certain
fastener hole were inadvertently omitted
from the requirements in that AD. This
proposed AD would change the
inspection compliance times, and, for
certain airplanes, would add a one-time
ultrasonic inspection for cracking at a
certain fastener hole. This proposed AD
would also provide optional terminating
action for the repetitive inspections. We
are proposing this AD to detect and
correct cracking of the fastener holes,
which could result in rupture of the keel
beam, and consequent reduced
structural integrity of the airplane.
DATES: We must receive comments on
this proposed AD by June 18, 2015.
ADDRESSES: You may send comments 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 proposed AD, contact Airbus SAS—
Airworthiness Office—EAL, 1 Rond
Point Maurice Bellonte, 31707 Blagnac
Cedex, France; telephone +33 5 61 93 36
96; fax +33 5 61 93 45 80; email
airworthiness.A330-A340@airbus.com;
Internet http://www.airbus.com. You
may view this referenced service
information at the FAA, Transport
Airplane Directorate, 1601 Lind Avenue
SW., Renton, WA. For information on
the availability of this material at the
FAA, call 425-227-1221.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
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www.regulations.gov by searching for
and locating Docket No. FAA-2015—
0937; 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 proposed 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:
Vladimir Ulyanov, Aerospace Engineer,
International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue SW., Renton, WA
98057-3356; telephone 425-227-1138;
fax 425-227-1149.

SUPPLEMENTARY INFORMATION:
Comments Invited

We invite you to send any written
relevant data, views, or arguments about
this proposed AD. Send your comments
to an address listed under the
ADDRESSES section. Include ‘“Docket No.
FAA-2015-0937; Directorate Identifier
2014-NM-024—-AD” at the beginning of
your comments. We specifically invite
comments on the overall regulatory,
economic, environmental, and energy
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

On November 7, 2011, we issued AD
2011-24-05, Amendment 39-16869 (76
FR 73496, November 29, 2011), for
certain Airbus Model A330-201, —202,
-203,-223, -243, -301, —302, —-303,
-321,-322,-323, -341, —342, and —343
airplanes; and Model A340-200 and
—300 series airplanes. AD 2011-24-05
requires actions intended to address the
unsafe condition on the products listed
above.

Since we issued AD 2011-24-05,
Amendment 39-16869 (76 FR 73496,
November 29, 2011), the European
Aviation Safety Agency (EASA), which
is the Technical Agent for the Member
States of the European Union, has
issued EASA Airworthiness Directive
2014—-0010R1, dated May 5, 2014
(referred to after this as the Mandatory
Continuing Airworthiness Information,

or ‘“the MCAI”), to correct an unsafe
condition for certain Airbus Model
A330-201, -202, 203, —223, —243,
-301, -302, -303, —321, —322, —-323,
—341, -342, and —343 airplanes; and
Model A340-200 and —300 series
airplanes. The MCAI states:

During A330 and A340 aeroplanes fatigue
tests, cracks were detected on the RH [right-
hand] and LH [left-hand] sides between the
crossing area of the keel beam fitting and the
front spar of the Centre Wing Box (CWB).

This condition, if not detected and
corrected, could lead to keel beam rupture
which would affect the area structural
integrity of the area.

Prompted by this potential unsafe
condition, EASA issued AD 2006-0315
[http://ad.easa.europa.eu/blob/easa_ad_
2006_0315.pdf/AD_2006-0315] (later revised
to R1) to require repetitive special detailed
inspections (SDI) [rotating probe inspection
for cracking] on the horizontal flange of the
keel beam in the area of first fastener hole aft
of Frame (FR) 40 in order to maintain the
structural integrity of the aeroplane.

After that [EASA] AD was issued, EASA
issued AD 2010-0024 [which corresponds to
FAA AD 2011-24-05, Amendment 39-16869
(76 FR 73496, November 29, 2011)], retaining
the inspection requirements of EASA AD
2006-0315R1 [http://ad.easa.europa.eu/blob/
easa_ad_2006_0315R1.pdf/AD_2006-
0315R1], which was superseded, extending
the applicability to aeroplanes with Airbus
Mod 49202 embodied, and reducing the
inspection thresholds and intervals.

Since that [EASA] AD [2010-0024] was
issued, a new fatigue and damage tolerance
evaluation has been conducted by Airbus,
which concluded that due to the aeroplane
utilization, the current inspection threshold
and intervals have to be modified.

In addition, it was determined that the
rototest inspection of fastener hole Nr 6,
necessary to ensure that no crack was left
unrepaired at the time of fastener hold cold
working, was inadvertently not included in
Revisions 01 and 02 of both Airbus Service
Bulletin (SB) A330-57—-3098 and A340-57—
4106.

Prompted by these findings, EASA issued
AD 2014-0010 [http://ad.easa.europa.eu/
blob/easa_ad_2014-0010.pdf/AD_2014-0010],
retaining the requirements of EASA AD
2010-0024, which was superseded, and
redefined the inspection thresholds and
intervals [by reducing certain compliance
times], and added a one-time ultrasonic
inspection of fastener hold Nr 6 in the
junction keel beam fitting at FR40 on both LH
and RH side[s].

Following issuance of EASA AD 2014—
0010, it was identified that there was a need
for clarifications [of affected airplanes]

* k%

The compliance times vary depending
on airplane utilization and
configuration. The earliest compliance
time for the initial rotating probe
inspections is the later of (1) before
10,400 total flight cycles or 67,800 total
flight hours, whichever occurs first; and
(2) within 24 months or 14,590 flight

cycles or 43,790 flight hours, whichever
occurs first. The latest compliance time
for the initial inspections is the later of
(1) before 20,800 total flight cycles or
67,900 total flight hours, whichever
occurs first; and (2) within 24 months or
21,180 flight cycles or 63,560 flight
hours, whichever occurs first. The
compliance times for the repetitive
intervals range between 7,800 flight
cycles or 50,900 flight hours and 10,700
flight cycles or 35,200 flight hours. The
compliance times for the one-time
ultrasonic inspection are the latest of (1)
21,000 flight cycles or 60,600 flight
hours and within 2,400 flight cycles or
24 months; or the latest of (2) 22,100
flight cycles and 64,400 flight hours, or
within 1,300 flight cycles or 24 months.

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-2015—
0937.

Related Service Information Under 1
CFR Part 51

Airbus has issued the following
service information.

e Airbus Service Bulletin A330-57—
3081, Revision 05, including Appendix
01, dated November 13, 2012.

¢ Airbus Service Bulletin A330-57—
3090, dated June 15, 2011.

e Airbus Service Bulletin A330-57—
3098, dated August 30, 2007.

e Airbus Service Bulletin A330-57—
3098, Revision 02, June 15, 2011.

e Airbus Service Bulletin A330-57—
3098, Revision 03, including Appendix
01, dated September 24, 2014.

e Airbus Service Bulletin A330-57—
3117, including Appendix 01, dated
January 25, 2013.

e Airbus Service Bulletin A340-57—
4089, Revision 05, including Appendix
01, dated November 13, 2012.

e Airbus Service Bulletin A340-57—
4098, Revision 01, dated June 15, 2011.

e Airbus Service Bulletin A340-57—
4106, dated August 30, 2007.

e Airbus Service Bulletin A340-57—
4106, Revision 02, including Appendix
01, dated August 30, 2007.

e Airbus Service Bulletin A340-57—
4106, Revision 03, including Appendix
01, dated September 24, 2012.

e Airbus Service Bulletin A340-57—
4126, including Appendix 01, dated
January 25, 2013.

This service information describes
procedures for inspections for cracking
of the hole(s) of the horizontal flange of
the keel beam, and contacting the
manufacturer for repair instructions.
Additionally, this service information
describes procedures for a one-time
ultrasonic inspection for cracking at
fastener hole “Nr 6,” and provides


http://ad.easa.europa.eu/blob/easa_ad_2006_0315R1.pdf/AD_2006-0315R1
http://ad.easa.europa.eu/blob/easa_ad_2006_0315R1.pdf/AD_2006-0315R1
http://ad.easa.europa.eu/blob/easa_ad_2006_0315R1.pdf/AD_2006-0315R1
http://ad.easa.europa.eu/blob/easa_ad_2006_0315.pdf/AD_2006-0315
http://ad.easa.europa.eu/blob/easa_ad_2006_0315.pdf/AD_2006-0315
http://ad.easa.europa.eu/blob/easa_ad_2014-0010.pdf/AD_2014-0010
http://ad.easa.europa.eu/blob/easa_ad_2014-0010.pdf/AD_2014-0010
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov

Federal Register/Vol. 80, No. 85/Monday, May 4, 2015 /Proposed Rules

25251

optional terminating action for the
repetitive inspections.

The actions described in this service
information are intended to correct the
unsafe condition identified in the
MCAL 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 of this NPRM.

Explanation of Compliance Time

The compliance time for the
modification specified in this proposed
AD for addressing widespread fatigue
damage (WFD) was established to
ensure that discrepant structure is
modified before WFD develops in
airplanes. Standard inspection
techniques cannot be relied on to detect
WEFD before it becomes a hazard to
flight. We will not grant any extensions
of the compliance time to complete any
AD-mandated service bulletin related to
WEFD without extensive new data that
would substantiate and clearly warrant
such an extension.

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.

Costs of Compliance

We estimate that this proposed AD
affects 35 airplanes of U.S. registry.

The actions that are required by AD
2011-24-05, Amendment 39-16869 (76
FR 73496, November 29, 2011), and
retained in this proposed AD take about
41 work-hours per product, at an
average labor rate of $85 per work hour.
Required parts cost about $191 per
product. Based on these figures, the
estimated cost of the actions that are
required by AD 2011-24-05 is $3,676
per product.

We also estimate that it would take
about 23 work-hours per product to
comply with the basic requirements of
this proposed AD. The average labor
rate is $85 per work-hour. Based on
these figures, we estimate the cost of
this proposed AD on U.S. operators to
be $68,425, or $1,955 per product.

We have received no definitive data
that would enable us to provide a cost
estimate 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.

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)
2011-24-05, Amendment 39-16869 (76
FR 73496, November 29, 2011), and
adding the following new AD:

Airbus: Docket No. FAA-2015-0937;
Directorate Identifier 2014—-NM-024—AD.

(a) Comments Due Date

We must receive comments by June 18,
2015.

(b) Affected ADs

This AD replaces AD 2011-24-05,
Amendment 39-16869 (76 FR 73496,
November 29, 2011).

(c) Applicability

(1) This AD applies to the airplanes
identified in paragraphs (c)(1)(i) and (c)(1)(ii)
of this AD, certificated in any category,
except as provided by paragraph (c)(2) of this
AD

(i) Airbus Model A330-201, —202, —203,
—-223,-243,-301, -302, -303, —321, —322,
—323, -341, —342, and —343 airplanes, all
serial numbers, except those on which
Airbus modification 55306 or 55792 has been
embodied in production.

(ii) Airbus Model A340-211, -212, —213,
—311, 312, and —313 airplanes, all serial
numbers, except those on which Airbus
modification 55306 or 55792 has been
embodied in production.

(2) This AD does not apply to Airbus
Model A340-211, -212,-213, =311, =312,
and —313 airplanes on which the repair
specified in Airbus Repair Drawing
R57115053, R57115051, or R57115047
(installation of titanium doubler on both
sides) has been accomplished. AD 2007-12—
08, Amendment 39-15086 (72 FR 31171,
June 6, 2007), applies to these airplanes.

(d) Subject

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

(e) Reason

This AD was prompted by reports of cracks
on the keel beam fitting and the front spar
of the center wing box. This AD was also
prompted by a determination that the rototest
inspection and applicable corrective actions
of fastener hole Nr 6 were inadvertently
omitted from the requirements in AD 2011—
24-05, Amendment 39-16869 (76 FR 73496,
November 29, 2011). We are issuing this AD
to detect and correct cracking of the fastener
holes, which could result in rupture of the
keel beam, and consequent reduced
structural integrity of the airplane.

(f) Compliance

Comply with this AD within the
compliance times specified, unless already
done.
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(g) Retained Non-Destructive Test (NDT)
Inspection

This paragraph restates the requirements of
paragraph (n) of AD 2011-24-05,
Amendment 39-16869 (76 FR 73496,
November 29, 2011), with new service
information and revised credit for certain
actions. At the applicable time in paragraph
(g)(1) or (g)(2) of this AD, do an NDT
inspection of the hole(s) of the horizontal
flange of the keel beam located on frame (FR)
40 datum on the right-hand (RH) and/or left-
hand (LH) side of the fuselage, in accordance
with the Accomplishment Instructions of the
applicable service information specified in
paragraph (g)(3), (g)(4), (g)(5), or (g)(6) of this
AD. Accomplishing an inspection required
by paragraph (j) of this AD terminates the
inspections required by this paragraph.

(1) For airplanes on which an inspection
required by paragraph (h) of AD 2011-24-05,
Amendment 39-16869 (76 FR 73496,
November 29, 2011), has not been done as of
January 3, 2012 (the effective date of AD
2011-24-05): At the applicable time
specified in paragraph (g)(1)(i) or (g)(1)(ii) of
this AD.

(i) For all airplanes except those identified
in paragraph (g)(1)(ii) of this AD: Within the
“Mandatory Threshold” (flight cycles or
flight hours) specified in table 1 of paragraph
1.E.(2) of the Accomplishment Instructions of
Airbus Service Bulletin A330-57-3081,
including Appendix 01, Revision 04, dated
May 31, 2011; or Airbus Service Bulletin
A340-57-4089, including Appendix 01,
Revision 04, dated May 31, 2011; as
applicable; or within 3 months after January
3, 2012 (the effective date AD 2011-24-05,
Amendment 39-16869 (76 FR 73496,
November 29, 2011)); whichever occurs later.
The compliance times for configurations 02
through 06 specified in the “Mandatory
Threshold” column in table 1 of paragraph
1.E., “Compliance,” are total flight cycles and
total flight hours.

(ii) For Model A330-201, —202, —203, =223,
—-243,-301, -321, -322, =323, —341, 342,
and —343 airplanes, except those on which
Airbus modification 49202 has been
embodied in production, or Airbus Service
Bulletin A330-57-3090 has been embodied
in service, and Model A340-200 and —300
series airplanes, except those on which
Airbus modification 49202 has been
embodied in production or Airbus Service
Bulletin A340-57-4098 has been embodied
in service, and except Model A340-211,
-212,-213,-311,-312, and —313 airplanes
on which the repair specified in Airbus
Repair Drawing R57115053, R57115051, or
R57115047 has been accomplished: At the
earlier of the times specified in paragraphs
(g)(1)(ii)(A) and (g)(1)(ii)(B) of this AD.

(A) Within the “Mandatory Threshold”
(flight cycles or flight hours) specified in
table 1 of paragraph 1.E.(2) of Airbus Service
Bulletin A340-57—4089, including Appendix
01, Revision 02, dated January 24, 2006; or
Airbus Service Bulletin A330-57-3081,
including Appendix 01, Revision 02, dated
January 24, 2006; depending on the
configuration of the aircraft model; or within
3 months after September 13, 2007,
whichever occurs later. The compliance
times for Model A330 post-mod. 41652 and

pre-mod. 44360, post-mod. 44360, and pre-
mod. 49202 (specified in Airbus Service
Bulletin A330-57-3081, including Appendix
01, Revision 02, dated January 24, 2006); and
Model A340 post-mod. 41652, post-mod.
43500 and pre-mod. 44360, post-mod. 44360
and pre-mod. 49202, and weight variant 027
(specified in Airbus Service Bulletin A340—
57-4089, including Appendix 01, Revision
02, dated January 24, 2006); specified in the
“Mandatory Threshold” column in table 1 of
paragraph 1.E., “Compliance,” are total flight
cycles and total flight hours.

(B) Within the “Mandatory Threshold”
(flight cycles or flight hours) specified in
table 1 of paragraph 1.E.(2) of the
Accomplishment Instructions of Airbus
Service Bulletin A330-57-3081, including
Appendix 01, Revision 04, dated May 31,
2011; or Airbus Service Bulletin A340-57—
4089, including Appendix 01, Revision 04,
dated May 31, 2011; as applicable; or within
3 months after January 3, 2012 (the effective
date of AD 2011-24—-05, Amendment 39—
16869 (76 FR 73496, November 29, 2011));
whichever occurs later. The compliance
times for configurations 02 through 06
specified in the “Mandatory Threshold”
column in table 1 of paragraph 1.E.,
“Compliance,” are total flight cycles and
total flight hours.

(2) For airplanes on which an inspection
required by paragraph (h) of AD 2011-24-05,
Amendment 39-16869 (76 FR 73496,
November 29, 2011), has been done as of
January 3, 2012 (the effective date of AD
2011-24—-05): At the earlier of the times
specified in paragraphs (g)(2)(i) and (g)(2)(ii)
of this AD.

(i) Within the “Mandatory Intervals” given
in table 1 of paragraph 1.E.(2) of Airbus
Service Bulletin A340-57-4089, including
Appendix 01, Revision 02, dated January 24,
2006; or Airbus Service Bulletin A330-57—
3081, including Appendix 01, Revision 02,
dated January 24, 2006; as applicable.

(ii) Within the applicable “Mandatory
Interval” specified in table 1 of Paragraph
1.E.(2). of Airbus Service Bulletin A330-57—
3081, including Appendix 01, Revision 04,
dated May 31, 2011,; or Airbus Service
Bulletin A340-57-4089, including Appendix
01, Revision 04, dated May 31, 2011; as
applicable; or within 3 months after January
3, 2012 (the effective date of AD 2011-24-05,
Amendment 39-16869 (76 FR 73496,
November 29, 2011)); whichever occurs later.

(3) Airbus Service Bulletin A330-57-3081,
including Appendix 01, Revision 04, dated
May 31, 2011.

(4) Airbus Service Bulletin A330-57—-3081,
including Appendix 01, Revision 05, dated
November 13, 2012.

(5) Airbus Service Bulletin A340-57—4089,
including Appendix 01, Revision 04, dated
May 31, 2011.

(6) Airbus Service Bulletin A340-57—4089,
Revision 05, including Appendix 01, dated
November 13, 2012.

(h) Retained Repetitive Inspections

This paragraph restates the requirements of
paragraph (p) of AD 2011-24-05,
Amendment 39-16869 (76 FR 73496,
November 29, 2011). If no cracking is found
during any inspection required by paragraph

(g) of this AD, do the actions required by
paragraphs (h)(1) and (h)(2) of this AD.

(1) Before further flight: Install a new or
oversized fastener, as applicable; seal the
fastener; and do all other applicable actions;
in accordance with the Accomplishment
Instructions of the applicable service
information specified in paragraph (g)(3),
(8)(4), (g)(5), or (g)(6) of this AD.

(2) Repeat the inspection required by
paragraph (g) of this AD thereafter at
intervals not to exceed the “Mandatory
Intervals” specified in Paragraph 1.E.(2). of
Airbus Service Bulletin A330-57-3081,
including Appendix 01, Revision 04, dated
May 31, 2011; or Airbus Service Bulletin
A340-57-4089, including Appendix 01,
Revision 04, dated May 31, 2014; as
applicable.

(i) Retained Corrective Action and Optional
Modification

(1) This paragraph restates the
requirements of paragraph (o) of AD 2011—
24—05, Amendment 39-16869 (76 FR 73496,
November 29, 2011), with revised method of
compliance language. If any cracking is
found during any inspection required by
paragraph (g) of this AD, before further flight,
repair using a method approved by the
Manager, International Branch, ANM-116,
Transport Airplane Directorate, FAA; or the
European Aviation Safety Agency (EASA); or
Airbus’s EASA Design Organization
Approval (DOA).

(2) This paragraph restates the
requirements of paragraph (r) of AD 2011-
24-05, Amendment 39-16869 (76 FR 73496,
November 29, 2011), with new service
information and revised method of
compliance language. Modifying the fastener
installation in the junction keel beam fitting
at FR 40, as specified in paragraph (i)(2)(i),
(1)(2)(i1), (1)(2)(iii), or (i)(2)(iv) of this AD, as
applicable, terminates the requirements of
paragraphs (g) and (h) of this AD; except, for
airplanes on which a crack was detected at
hole 5 before oversizing of the keel beam, in
accordance with step 3.B.(1)(b)3 of the
Accomplishment Instructions of Airbus
Service Bulletin A330-57-3098, dated
August 30, 2007; or Airbus Service Bulletin
A340-57-4106, dated August 30, 2007; or in
accordance with step 3.C.(2)(c) of the
Accomplishment Instructions of Airbus
Service Bulletin A330-57—-3098, Revision 03,
including Appendix 01, dated September 24,
2012, or Airbus Service Bulletin A340-57—
4106, Revision 03, including Appendix 01,
dated September 24, 2012; before further
flight, repair using a method approved by the
Manager, International Branch, ANM-116,
Transport Airplane Directorate, FAA; or
EASA; or Airbus’s EASA DOA. In case of any
crack finding during any modification
specified in this paragraph: Where the
service information specifies to contact
Airbus, before further flight, repair using a
method approved by the Manager,
International Branch, ANM-116, Transport
Airplane Directorate, FAA; or EASA; or
Airbus’s EASA DOA.

(i) Modification in accordance with Airbus
Service Bulletin A330-57-3098, dated
August 30, 2007, before January 3, 2012 (the
effective date of AD 2011-24—-05,
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Amendment 39-16869 (76 FR 73496,
November 29, 2011)).

(ii) Modification in accordance with Airbus
Service Bulletin A330-57—-3098, Revision 03,
including Appendix 01, dated September 24,
2012, before the effective date of this AD.

(iii) Modification in accordance with
Airbus Service Bulletin A340-57—4106,
dated August 30, 2007, before January 3,
2012 (the effective date of AD 2011-24-05,
Amendment 39-16869 (76 FR 73496,
November 29, 2011)).

(iv) Modification in accordance with
Airbus Service Bulletin A340-57—4106,
Revision 03, including Appendix 01, dated
September 24, 2012, before the effective date
of this AD.

(j) New Repetitive Rotating Probe
Inspections

At the applicable times specified in
paragraphs (j)(1) and (j)(2) of this AD: Do a
rotating probe inspection for cracking of the
fastener hole(s) of the horizontal flange of the
keel beam located on FR 40 datum on the RH
and LH side of the fuselage, as applicable to
airplane type and depending on airplane
configuration and utilization, in accordance
with the Accomplishment Instructions of
Airbus Service Bulletin A330-57-3081,
Revision 05, including Appendix 01, dated
November 13, 2012; or Airbus Service
Bulletin A340-57—-4089, Revision 05,
including Appendix 01, dated November 13,
2012; as applicable. Repeat the inspection
thereafter at intervals not to exceed the
“Mandatory Intervals” specified in Paragraph
1.E.(2)., of the Accomplishment Timescale of
Airbus Service Bulletin A330-57-3081,
Revision 05, including Appendix 01, dated
November 13, 2012; or Airbus Service
Bulletin A340-57—-4089, Revision 05,
including Appendix 01, dated November 13,
2012; as applicable. Accomplishing an
inspection required by this paragraph
terminates the inspections required by
paragraph (g) of this AD.

(1) For airplanes on which the inspection
required by paragraph (g) of this AD has not
been done as of the effective date of this AD:
Do the inspection before exceeding the
applicable compliance times specified in the
“mandatory threshold” column of the tables
in paragraph 1.E.(2)., of the Accomplishment
Timescale of Airbus Service Bulletin A330—
57-3081, Revision 05, including Appendix
01, dated November 13, 2012; or Airbus
Service Bulletin A340-57—4089, Revision 05,
including Appendix 01, dated November 13,
2012; as applicable; or within 12 months
after the effective date of this AD; whichever
occurs later.

(2) For airplanes on which the inspection
required by paragraph (g) of this AD has been
done as of the effective date of this AD: Do
the inspection within the applicable
compliance times specified in the
“mandatory interval” column of the tables in
paragraph 1.E.(2)., of the Accomplishment
Timescale of Airbus Service Bulletin A330—
57-3081, Revision 05, including Appendix
01, dated November 13, 2012; or Airbus
Service Bulletin A340-57—4089, Revision 05,
including Appendix 01, dated November 13,
2012; as applicable; or within 12 months
after the effective date of this AD; whichever
occurs later.

(k) Credit for Previous Actions

(1) This paragraph provides credit for the
initial rotating probe inspection that is part
of the inspections required by paragraphs (g)
and (j)(1) of this AD, if those actions were
performed before the effective date of this AD
using the service information specified in
paragraph (k)(1)(i) or (k)(1)(ii) of this AD.

(i) Airbus Technical Disposition
F57D03012810, Issue B, dated August 18,
2003.

(ii) Airbus Technical Disposition 582.0651/
2002, Issue A, dated October 17, 2002.

(2) This paragraph restates the credit for
the actions specified in paragraph (k) of AD
2011-24—-05, Amendment 39-16869 (76 FR
73496, November 29, 2011), if those actions
were performed before January 3, 2012 (the
effective date of AD 2011-24-05), using the
service information specified in paragraphs
(k)(2)(i) through (k)(2)(viii) of this AD.

(i) Airbus Service Bulletin A330-57-3081,
dated October 30, 2003.

(ii) Airbus Service Bulletin A330-57-3081,
Revision 01, dated May 18, 2004.

(iii) Airbus Service Bulletin A330-57—
3081, Revision 02, including Appendix 01,
dated January 24, 2006.

(iv) Airbus Mandatory Service Bulletin
A330-57-3081, Revision 03, dated July 31,
2009.

(v) Airbus Service Bulletin A340-57-4089,
dated October 30, 2003.

(vi) Airbus Service Bulletin A340-57—
4089, Revision 01, dated March 2, 2004.

(vii) Airbus Service Bulletin A340-57—
4089, Revision 02, including Appendix 01,
dated January 24, 2006.

(viii) Airbus Mandatory Service Bulletin
A340-57-4089, Revision 03, dated July 31,
2009.

(1) New One-Time Ultrasonic Inspection

For airplanes in Configuration 2, as defined
in the applicable service information
identified in paragraph (1)(3), (1)(4), (1)(5), or
(1)(6) of this AD, on which the modification
has been done as of the effective date of this
AD in accordance with the Accomplishment
Instructions of the applicable service
information identified in paragraph (1)(3),
(1)(4), (5), or (1)(6) of this AD; as applicable
to airplane type; and on which fastener hole
“Nr 5” has been bushed before embodiment
of Airbus Service Bulletin A330-57-3098, or
Airbus Service Bulletin A340-57—4106, as
applicable; or on which a crack has been
found on fastener hole “Nr 5’ during
embodiment of Airbus Service Bulletin
A330-57-3098, or Airbus Service Bulletin
A340-57-4106, as applicable: At the
applicable time specified in paragraph (1)(1)
or (1)(2) of this AD, do a one-time ultrasonic
inspection for cracking at fastener hole “Nr
6” in the junction keel beam fitting at FR 40
LH and RH sides, in accordance with the
Accomplishment Instructions of Airbus
Service Bulletin A330-57-3117, including
Appendix 01, dated January 25, 2013; or
Airbus Service Bulletin A340-57—4126,
including Appendix 01, dated January 25,
2013; as applicable.

(1) For Model A330-201, —202, —203, —223,
—-243,-301, =321, -322, =323, 341, -342,
and —343 airplanes: At the later of the times
specified in paragraphs (1)(1)(i) and (1)(1)(ii)
of this AD.

(i) At the applicable time specified in
paragraph 1.E.(2)., of the Accomplishment
Timescale of Airbus Service Bulletin A330—
57-3117, including Appendix 01, dated
January 25, 2013.

(ii) Within 2,400 flight cycles or 24 months
after the effective date of this AD, whichever
occurs first.

(2) For Model A340-211, —212, —213, -311,
—312, and —313 airplanes: At the later of the
times specified in paragraphs (1)(2)(i) and
(D(2)(ii) of this AD.

(i) At the applicable time specified in
paragraph 1.E.(2)., of the Accomplishment
Timescale of Airbus Service Bulletin A340—
57-4126, including Appendix 01, dated
January 25, 2013.

(ii) Within 1,300 flight cycles or 24 months
after the effective date of this AD, whichever
occurs first.

(3) Airbus Service Bulletin A330-57—3098,
Revision 01, dated July 31, 2009.

(4) Airbus Service Bulletin A330-57-3098,
Revision 02, dated June 15, 2011.

(5) Airbus Service Bulletin A340-57-4106,
Revision 01, dated July 31, 2009.

(6) Airbus Service Bulletin A340-57—4106,
Revision 02, dated June 15, 2011.

(m) Corrective Actions

(1) If no cracking is found during any
inspection required by paragraph (j) of this
AD, before further flight: Install new or
oversized fastener, as applicable; seal the
fastener; and do all other applicable
corrective actions; in accordance with the
Accomplishment Instructions of Airbus
Service Bulletin A330-57-3081, Revision 05,
including Appendix 01, dated November 13,
2012; or Airbus Service Bulletin A340-57—
4089, Revision 05, including Appendix 01,
dated November 13, 2012; as applicable.
Thereafter, repeat the inspection required by
paragraph (j) of this AD at intervals not to
exceed the ‘“Mandatory Intervals” specified
in Paragraph 1.E.(2)., of the Accomplishment
Timescale of Airbus Service Bulletin A330-
57-3081, Revision 05, including Appendix
01, dated November 13, 2012; or Airbus
Service Bulletin A340-57—4089, Revision 05,
including Appendix 01, dated November 13,
2012; as applicable.

(2) If any crack is found during any
inspection required by paragraph (j) or (1) of
this AD; before further flight, repair using a
method approved by the Manager,
International Branch, ANM-116, Transport
Airplane Directorate, FAA; or EASA; or
Airbus’s EASA DOA. If approved by the
DOA, the approval must include the DOA-
authorized signature.

(n) Airplanes Excluded From Certain
Requirements

(1) For airplanes on which a rototest was
done at fastener hole Nr 6 before cold
working of the fastener hole during
accomplishment of the actions specified in
the applicable service information identified
in paragraph (n)(1)(i), (n)(1)(ii), (n)(1)(iii), or
(n)(1)(iv) of this AD: The ultrasonic
inspection specified in paragraph (1) of this
AD is not required.

(i) Airbus Service Bulletin A330-57—-3098,
Revision 01, dated July 31, 2009.

(ii) Airbus Service Bulletin A330-57-3098,
Revision 02, dated June 15, 2011.
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(iii) Airbus Service Bulletin A340-57—
4106, Revision 01, dated June 31, 2009.

(iv) Airbus Service Bulletin A340-57—
4106, Revision 02, dated June 15, 2011.

(2) For airplanes that have been modified
as of the effective date of this AD in
accordance with the Accomplishment
Instructions of the applicable service
information identified in paragraph (n)(1)(i),
(m)(1)(ii), (n)(1)(iii), or (n)(1)(iv) of this AD:
No action is required by this paragraph,
except as otherwise required by paragraph (1)
of this AD and, provided that if any crack
was found during any modification specified
in this paragraph and the service information
specified to contact Airbus, repair was done
before further flight using a method approved
by the Manager, International Branch, ANM-
116, Transport Airplane Directorate, FAA; or
EASA; or Airbus’s EASA DOA. If approved
by the DOA, the approval must include the
DOA-authorized signature.

(o) Optional Terminating Actions

(1) Modification of an airplane in
accordance with the Accomplishment
Instructions of the applicable service
information identified in paragraph (o)(1)(),
(0)(2)(id), (0)(2)(iid), (0)(1)(iv), (0)(1)(V), or
(0)(1)(vi) of this AD; as applicable to airplane
type and depending on airplane
configuration; terminates the requirements of
this AD, provided that in case of any crack
finding during any modification specified in
this paragraph, and the service information
specifies to contact Airbus, repair is done
before further flight, using a method
approved by the Manager, International
Branch, ANM-116, Transport Airplane
Directorate, FAA; or EASA; or Airbus’s EASA
DOA. If approved by the DOA, the approval
must include the DOA-authorized signature

(i) Airbus Service Bulletin A330-57—-3090,
dated March 27, 2006.

(ii) Airbus Service Bulletin A330-57-3090,
Revision 01, dated June 15, 2011.

(iii) Airbus Service Bulletin A330-57—
3098, Revision 03, including Appendix 01,
dated September 24, 2012.

(iv) Airbus Service Bulletin A340-57—
4098, dated March 27, 2006.

(v) Airbus Service Bulletin A340-57-4098,
Revision 01, dated June 15, 2011.

(vi) Airbus Service Bulletin A340-57—
4106, Revision 03, including Appendix 01,
dated September 24, 2012.

(2) Accomplishment of the ultrasonic
inspection required by paragraph (1) of this
AD and all applicable corrective actions
required by paragraph (m) of this AD
terminates the requirements of this AD for
those airplanes.

(p) Other FAA AD Provisions

The following provisions also apply to this
AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, International
Branch, ANM-116, Transport Airplane
Directorate, FAA, 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 Branch, send it to ATTN:
Vladimir Ulyanov, Aerospace Engineer,
International Branch, ANM-116, Transport
Airplane Directorate, FAA, 1601 Lind
Avenue SW., Renton, WA 98057-3356;
telephone 425-227-1138; fax 425-227-1149.
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. The AMOC approval letter
must specifically reference this AD.

(2) AMOCs approved previously for AD
2011-24-05, Amendment 39-16869 (76 FR
73496, November 29, 2011), are approved as
AMOC:s for the corresponding provisions of
this AD.

(3) 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 Branch, ANM-
116, Transport Airplane Directorate, FAA; or
EASA; or Airbus’s EASA DOA. If approved
by the DOA, the approval must include the
DOA-authorized signature.

(q) Related Information

(1) Refer to Mandatory Continuing
Airworthiness Information (MCAI) EASA
Airworthiness Directive 2014—-0010R1, dated
May 5, 2014, 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—
2015—-0937.

(2) For service information identified in
this AD, contact Airbus SAS—Airworthiness
Office—EAL, 1 Rond Point Maurice Bellonte,
31707 Blagnac Cedex, France; telephone +33
561 93 36 96; fax +33 5 61 93 45 80; email
airworthiness.A330-A340@airbus.com;
Internet http://www.airbus.com. You may
view this service information at the FAA,
Transport Airplane Directorate, 1601 Lind
Avenue SW., Renton, WA. For information
on the availability of this material at the
FAA, call 425-227-1221.

Issued in Renton, Washington, on April 13,
2015.
Michael Kaszycki,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 2015-10177 Filed 5-1-15; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2015-0934; Directorate
Identifier 2014—-NM—-030-AD]

RIN 2120-AA64

Airworthiness Directives; Dassault
Aviation Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: We propose to adopt a new
airworthiness directive (AD) for all
Dassault Aviation Model FAN JET
FALCON, FAN JET FALCON SERIES C,
D, E, F, and G airplanes; Model
MYSTERE-FALCON 200 airplanes; and
Model MYSTERE-FALCON 20-C5, 20—
D5, 20-E5, and 20-F5 airplanes. This
proposed AD was prompted by reports
of defective fire extinguisher tubes. It
was determined the defects were caused
by corrosion. This proposed AD would
require repetitive general visual
inspections of the fire extinguisher
tubes for cracking and corrosion, and
replacement of any cracked tube with a
serviceable tube, if necessary. We are
proposing this AD to detect and correct
cracking and corrosion in the fire
extinguisher tubes, which could impact
the capability to extinguish an engine
fire, and possibly result in damage to
the airplane and injury to the
passengers.

DATES: We must receive comments on
this proposed AD by June 18, 2015.
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.

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-2015—
0934; 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 proposed 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: Tom
Rodriguez, Aerospace Engineer,
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International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue SW., Renton, WA
98057-3356; telephone 425-227-1137;
fax 425-227-1149.

SUPPLEMENTARY INFORMATION:
Comments Invited

We invite you to send any written
relevant data, views, or arguments about
this proposed AD. Send your comments
to an address listed under the
ADDRESSES section. Include “Docket No.
FAA-2015-0934; Directorate Identifier
2014-NM-030-AD” at the beginning of
your comments. We specifically invite
comments on the overall regulatory,
economic, environmental, and energy
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

The European Aviation Safety Agency
(EASA), which is the Technical Agent
for the Member States of the European
Union, has issued Airworthiness
Directive 2013-0299, dated December
19, 2013 (referred to after this as the
Mandatory Continuing Airworthiness
Information, or ‘“the MCAI”’), to correct
an unsafe condition for all Dassault
Aviation Model FAN JET FALCON,
FAN JET FALCON SERIES C, D, E, F,
and G airplanes; Model MYSTERE-
FALCON 200 airplanes; and Model
MYSTERE-FALCON 20-C5, 20-D5, 20—
E5, and 20-F5 airplanes. The MCAI
states:

Several defective extinguisher tubes have
been reported on certain Dassault Aviation
Fan Jet Falcon aeroplanes. The results of the
investigations concluded that these
occurrences were caused by corrosion.

This condition, if not detected and
corrected, could impact the capability to
extinguish an engine fire, possibly resulting
in damage to the aeroplane and injury to the
occupants.

For the reason described above, this
[EASA] AD requires repetitive [general
visual] inspections [for cracking and
corrosion] of the fire extinguisher tubes and,
depending on findings, the replacement of an
affected part with a serviceable part
(improved fire extinguisher tube). It also
proposes the replacement of those tubes with
the “old Part Number” (P/N) with a
serviceable part with the new P/N as a
terminating action. In addition, this [EASA]
AD prohibits installation of an affected tube
on an aeroplane.

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-2015—
0934.

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.

Costs of Compliance

We estimate that this proposed AD
affects 170 airplanes of U.S. registry.

We also estimate that it would take
about 4 work-hours per product to
comply with the basic requirements of
this proposed AD. The average labor
rate is $85 per work-hour. Based on
these figures, we estimate the cost of
this proposed AD on U.S. operators to
be $57,800, or $340 per product.

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.

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 adding
the following new airworthiness
directive (AD):

Dassault Aviation: Docket No. FAA-2015—

0934; Directorate Identifier 2014—-NM-—
030-AD.

(a) Comments Due Date

We must receive comments by June 18,
2015.
(b) Affected ADs

None.
(c) Applicability

This AD applies to Dassault Aviation
Model FAN JET FALCON, FAN JET FALCON
SERIES C, D, E, F, and G airplanes; Model
MYSTERE-FALCON 200 airplanes; and
Model MYSTERE-FALCON 20-C5, 20-D5,
20-E5, and 20-F5 airplanes, certificated in

any category, all manufacturer serial
numbers.

(d) Subject

Air Transport Association (ATA) of
America Code 26, Fire protection.
(e) Reason

This AD was prompted by reports of
defective fire extinguisher tubes. It was
determined the defects were caused by
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corrosion. We are issuing this AD to detect
and correct cracking and corrosion in the fire
extinguisher tubes, which could impact the
capability to extinguish an engine fire, and
possibly result in damage to the airplane and
injury to the passengers.

(f) Compliance

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

(g) Inspection

For airplanes identified in paragraphs
(g)(1), (g)(2), and (g)(3) of this AD: Within 13
months or 450 flight hours, whichever occurs
first after the effective date of this AD, do a

general visual inspection of the fire
extinguisher tubes for cracking and
corrosion, in accordance with a method
approved by the Manager, International
Branch, ANM-116, Transport Airplane
Directorate, FAA; or the European Aviation
Safety Agency (EASA); or Dassault Aviation’s
EASA Design Organization Approval (DOA).
Repeat the inspection thereafter at intervals
not to exceed 13 months.

(1) Model FAN JET FALCON airplanes and
Model FAN JET FALCON SERIES C, D, E, F,
and G airplanes, equipped with any fire
extinguisher tubes having part numbers
MY20791-101, MY20791-101-1, MY20791—
102, MY20791-102-1, MY20791-117, and
MY20791-112.

(2) Model MYSTERE-FALCON 200
airplanes equipped with any fire extinguisher
tubes having part numbers
M20H791000210B1 and M20H791000240B1.

(3) Model MYSTERE-FALCON 20-C5, 20—
D5, 20-E5, and 20-F5 airplanes equipped
with any fire extinguisher tubes having part
numbers M20R791101, M20R791101A1, and
M20R791102.

(h) Corrective Action

If, during any inspection required by
paragraph (g) of this AD, any cracking or
corrosion is found, before further flight,
replace the tube with a serviceable tube
having a part number specified in Table 1 of
paragraph (h) of this AD, as applicable.

TABLE 1 OF PARAGRAPH (h) OF THIS AD—SERVICEABLE FIRE EXTINGUISHER TUBES

For model—

Equipped with
affected pin—

Replace with
serviceable pin—

FAN JET FALCON, FAN JET FALCON SERIES
FAN JET FALCON, FAN JET FALCON SERIES
FAN JET FALCON, FAN JET FALCON SERIES
FAN JET FALCON, FAN JET FALCON SERIES
FAN JET FALCON, FAN JET FALCON SERIES
FAN JET FALCON, FAN JET FALCON SERIES

MYSTERE-FALCON 200 airplanes
MYSTERE-FALCON 200 airplanes

MYSTERE-FALCON 20-C5, 20-D5, 20-E5, and 20-F5 airplanes
MYSTERE-FALCON 20-C5, 20-D5, 20—-E5, and 20—F5 airplanes ....
MYSTERE-FALCON 20-C5, 20-D5, 20-E5, and 20—F5 airplanes

d G airplanes
d G airplanes ...
d G airplanes ...
d G airplanes ...
d G airplanes ...
d G airplanes ...

MY20791-101
MY20791-101-1
MY20791-102
MY20791-102-1
MY20791-117
MY20791-112
M20H791000210B1
M20H791000240B1
M20R791101
M20R791101A1
M20R791102

MY20791-101-2
MY20791-101-2
MY20791-102-2
MY20791-102-2
MY20791-117-1
MY20791-112-1
M20H791000210B2
M20H791000240B2
M20R791101A2
M20R791101A3
M20R791102A2

(i) Terminating Action for the Repetitive
Inspections

Replacement of an affected tube with a
serviceable tube, as required by paragraph (h)
of this AD, constitutes a terminating action
for the repetitive inspections required by
paragraph (g) of this AD.

(j) Parts Installation Prohibition

As of the effective date of this AD, no
person may install a tube having a part
number identified in paragraphs (g)(1), (g)(2),
and (g)(3) of this AD, on any airplane.

(k) Other FAA AD Provisions

The following provisions also apply to this
AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, International
Branch, ANM-116, FAA, 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 Branch, send it to ATTN:
Tom Rodriguez, Aerospace Engineer,
International Branch, ANM-116, Transport
Airplane Directorate, FAA, 1601 Lind
Avenue SW., Renton, WA 98057-3356;
telephone 425-227-1137; fax 425-227-1149.
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. The AMOCG approval letter
must specifically reference 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, International Branch, ANM—
116, Transport Airplane Directorate, FAA; or
the European Aviation Safety Agency
(EASA); or Dassault Aviation’s EASA Design
Organization Approval (DOA). If approved by
the DOA, the approval must include the
DOA-authorized signature.

(1) Related Information

Refer to Mandatory Continuing
Airworthiness Information (MCAI) EASA
Airworthiness Directive 2013—-0299, dated
December 19, 2013, 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-2015-0934.

Issued in Renton, Washington, on April 17,
2015.
Victor Wicklund,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 2015-10179 Filed 5-1-15; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 147
[Docket No. USCG-2015-0248]

RIN 1625—-AA00
Safety Zone; NOBLE DISCOVERER,

Outer Continental Shelf Drillship,
Chukchi Sea, Alaska

AGENCY: Coast Guard, DHS.
ACTION: Notice of proposed rulemaking.

SUMMARY: The Coast Guard proposes a
safety zone that extends 500 meters
from the outer edge of the DRILLSHIP
NOBLE DISCOVERER, as well as 500
meters from those points, suitably
marked by a buoy, where the
DRILLSHIP NOBLE DISCOVERER’s
mooring spread meets the ocean’s
surface. This safety zone would be in
effect both when the DRILLSHIP NOBLE
DISCOVERER is anchored and when
deploying and recovering moorings. As
a result, the size and shape of the safety
zone will vary, depending on how far
from the vessel the mooring spread is
deployed, which is expected to be no
more than 1,000 meters. This safety
zone would be in effect when the
DRILLSHIP NOBLE DISCOVERER is on
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location in order to drill exploratory
wells at various prospects located in the
Chukchi Sea Outer Continental Shelf,
Alaska, from 12:01 a.m. on July 1, 2015
through 11:59 p.m. on October 31, 2015.
Lawful demonstrations may be
conducted outside of the safety zone.
DATES: Comments and related material
must be received by the Coast Guard on
or before June 3, 2015.

ADDRESSES: You may submit comments
identified by docket number USCG—
2015-0248 using any one of the
following methods:

(1) Federal eRulemaking Portal:
http://www.regulations.gov.

(2) Fax: 202—493-2251.

(3) Mail: Docket Management Facility
(M=-30), U.S. Department of
Transportation, West Building Ground
Floor, Room W12-140, 1200 New Jersey
Avenue SE., Washington, DC 20590—
0001.

(4) Hand delivery: Same as mail
address above, between 9 a.m. and 5
p-m., Monday through Friday, except
Federal holidays. The telephone number
is 202-366—9329.

To avoid duplication, please use only
one of these four methods. See the
“Public Participation and Request for
Comments” portion of the
SUPPLEMENTARY INFORMATION section
below for instructions on submitting
comments.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this proposed
rule, call or email LCDR Jason Boyle,
Seventeenth Coast Guard District (dpi);
telephone 907-463-2821, Jason.t.boyle@
uscg.mil. If you have questions on
viewing or submitting material to the
docket, call Cheryl F. Collins, Program
Manager, Docket Operations, telephone
202-366-9826.

SUPPLEMENTARY INFORMATION:

A. Public Participation and Request for
Comments

We encourage you to participate in
this rulemaking by submitting
comments and related materials. All
comments received will be posted
without change to http://
www.regulations.gov and will include
any personal information you have
provided.

1. Submitting Comments

If you submit a comment, please
include the docket number for this
rulemaking (USCG—-2015-0248),
indicate the specific section of this
document to which each comment
applies, and provide a reason for each
suggestion or recommendation. You
may submit your comments and
material online (via http://

www.regulations.gov) or by fax, mail, or
hand delivery, but please use only one
of these means. If you submit a
comment online via http://
www.regulations.gov, it will be
considered received by the Coast Guard
when you successfully transmit the
comment. If you fax, hand deliver, or
mail your comment, it will be
considered as having been received by
the Coast Guard when it is received at
the Docket Management Facility. We
recommend that you include your name
and a mailing address, an email address,
or a telephone number in the body of
your document so that we can contact
you if we have questions regarding your
submission.

To submit your comment online, go to
http://www.regulations.gov, type the
docket number [USCG-2015-0248] in
the “SEARCH” box and click
“SEARCH.” Click on “Submit a
Comment” on the line associated with
this rulemaking.

http://www.regulations.gov, click on
the “submit a comment” box, which
will then become highlighted in blue. In
the “Document Type” drop down menu
select “Proposed Rule” and insert
“USCG-2015—-0248" in the “Keyword”
box. Click “Search” then click on the
balloon shape in the “Actions” column.
If you submit your comments by mail or
hand delivery, submit them in an
unbound format, no larger than 82 by
11 inches, suitable for copying and
electronic filing. If you submit
comments by mail and would like to
know that they reached the Facility,
please enclose a stamped, self-addressed
postcard or envelope. We will consider
all comments and material received
during the comment period and may
change the rule based on your
comments.

2. Viewing Comments and Documents

To view comments, as well as
documents mentioned in this preamble
as being available in the docket, go to
http://www.regulations.gov, click on the
“read comments” box, which will then
become highlighted in blue. In the
“Keyword” box, insert USCG-2015—
0248 and click “Search.” Click the
“open Docket Folder” in the “Actions”
column.

You may also visit the Docket
Management Facility in Room W12-140
on the ground floor of the Department
of Transportation West Building, 1200
New Jersey Avenue SE., Washington,
DC 20590, between 9 a.m. and 5 p.m.,
Monday through Friday, except Federal
holidays.

3. Privacy Act

Anyone can search the electronic
form of comments received into any of
our dockets by the name of the
individual submitting the comment (or
signing the comment, if submitted on
behalf of an association, business, labor
union, etc.). You may review a Privacy
Act notice regarding our public dockets
in the January 17, 2008 issue of the
Federal Register (73 FR 3316).

4. Public Meeting

The Coast Guard does not plan to
hold a public meeting. But you may
submit a request for one by using one
of the four methods specified under
ADDRESSES. Please explain why you
believe a public meeting would be
beneficial. If we determine that one
would aid this rulemaking, we will hold
one at a time and place announced by
a later notice in the Federal Register.

B. Basis and Purpose

Shell Exploration & Production
Company has proposed and received
permits for drill sites within the Burger
prospects, Chukchi Sea, Alaska.

During the 2015 timeframe, Shell
Exploration & Production Company has
proposed drilling exploration wells at
various Chukchi Sea prospects
depending on favorable ice conditions,
weather, sea state, and any other
pertinent factors. Each of these drill
sites will be permitted for drilling in
2015 to allow for operational flexibility
in the event sea ice conditions prevent
access to one of the locations. The
number of actual wells that will be
drilled will depend on ice conditions
and the length of time available for the
2015 drilling season. The predicted
“average” drilling season, constrained
by prevailing ice conditions and
regulatory restrictions, is long enough
for two to three typical exploration
wells to be drilled.

The actual order of drilling activities
will be controlled by an interplay
between actual ice conditions
immediately prior to a rig move, ice
forecasts, any regulatory restrictions
with respect to the dates of allowed
operating windows, whether the
planned drilling activity involves only
drilling the shallow non-objective
section or penetrating potential
hydrocarbon zones, the availability of
permitted sites having approved
shallow hazards clearance, the
anticipated duration of each
contemplated drilling activity, the
results of preceding wells and Marine
Mammal Monitoring and Mitigation

lan requirements.

The DRILLSHIP NOBLE
DISCOVERER has a “persons on board”
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capacity of 124, and it is expected to be
at capacity for most of its operating
period. The DRILLSHIP NOBLE
DISCOVERER’s personnel will include
its crew, as well as Shell employees,
third party contractors, Alaska Native
Marine Mammal Observers and possibly
Bureau of Safety and Environmental
Enforcement (BSEE) personnel.

While conducting exploration drilling
operations, the DRILLSHIP NOBLE
DISCOVERER will be anchored using an
anchoring system consisting of an 8-
point anchored mooring spread attached
to the onboard turret and could have a
maximum anchor radius of 3,600 ft
(1,100 m). The center point of the
DRILLSHIP NOBLE DISCOVERER will
be positioned within the prospect
location in the Chukchi Sea.

The DRILLSHIP NOBLE
DISCOVERER will move into the
Chukchi Sea on or about July 1, 2015
and onto a prospect location when ice
allows. Drilling will conclude on or
before October 31, 2015. The drillship
and support vessels will depart the
Chukchi Sea at the conclusion of the
2015 drilling season.

Shell Exploration & Production
Company made a request that the Coast
Guard establish a safety zone around the
DRILLSHIP NOBLE DISCOVERER due
to safety concerns for both the personnel
aboard the DRILLSHIP NOBLE
DISCOVERER and the environment.
Shell Exploration & Production
Company indicated that it is highly
likely that any allision or inability to
identify, monitor or mitigate any risks or
threats, including ice-related hazards
that might be encountered, may result in
a catastrophic event. Incursions into the
areas near the drilling vessels by
unapproved vessels could degrade the
ability to monitor and mitigate such
risks.

In evaluating the request for a safety
zone, the Coast Guard explored relevant
safety factors and considered several
criteria, including but not limited to: (1)
The level of shipping activity around
the operation; (2) safety concerns for
personnel aboard the vessel; (3)
concerns for the environment given the
sensitivity of the environmental and the
importance of fishing and hunting to the
indigenous population; (4) the lack of
any established shipping fairways, and
fueling and supply storage/operations
which increase the likelihood that an
allision would result in a catastrophic
event; (5) the recent and potential future
maritime traffic in the vicinity of the
proposed areas; (6) the types of vessels
navigating in the vicinity of the
proposed area; (7) the structural
configuration of the vessel, and (8) the
need to allow for lawful demonstrations

without endangering the safe operation
of the vessel.

Results from a thorough and
comprehensive examination of the
criteria, IMO guidelines, and existing
regulations warrant the establishment of
the proposed temporary safety zone.
The proposed regulation would
significantly reduce the threat of
allisions that could result in oil spills,
and other releases. Furthermore, the
proposed regulation would increase the
safety of life, property, and the
environment in the Chukchi Sea by
prohibiting entry into the zone unless
specifically authorized by the
Commander, Seventeenth Coast Guard
District, or a designated representative.
Due to the remote location and the need
to protect the environment, the Coast
Guard may use criminal sanctions to
enforce the safety zone as appropriate.

The purpose of the temporary safety
zone is to protect the drillship from
vessels operating outside the normal
shipping channels and fairways. Placing
a safety zone around the drillship will
significantly reduce the threat of
allisions, which could result in oil spills
and releases of natural gas, and thereby
protects the safety of life, property, and
the environment.

C. Discussion of Proposed Rule

For the reasons described above, the
Coast Guard is proposing to establish a
temporary safety zone around the
DRILLSHIP NOBLE DISCOVERER while
anchored or deploying and recovering
moorings on location in order to drill
exploratory wells in various locations in
the Chukchi Sea Outer Continental
Shelf, Alaska from July 1 to October 31,
2015.

The proposed temporary safety zone
would encompass the area that extends
500 meters from the outer edge of the
DRILLSHIP NOBLE DISCOVERER, as
well as 500 meters from those points,
suitably marked by a buoy, where the
DRILLSHIP NOBLE DISCOVERER’s
mooring spread meets the ocean’s
surface. This safety zone will be in
effect both when the DRILLSHIP NOBLE
DISCOVERER is anchored and when
deploying and recovering moorings. As
a result, the size and shape of the safety
zone will vary, depending on how far
from the vessel the mooring spread is
deployed, which is expected to be no
more than 1,000 meters. No vessel
would be allowed to enter or remain in
this proposed safety zone except the
following: An attending vessel or a
vessel authorized by the Commander,
Seventeenth Coast Guard District or a
designated representative. They may be
contacted on VHF-FM Channel 13 or 16
or by telephone at 907—463-2000.

For any group intending to conduct
lawful demonstrations in the vicinity of
the rig, these demonstrations must be
conducted outside the safety zone.

D. Regulatory Analyses

The Coast Guard developed this
proposed rule after considering
numerous statutes and executive orders
related to rulemaking. Below we
summarize our analyses based on 14 of
these statutes or executive orders.

1. Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, as supplemented
by Executive Order 13563, Improving
Regulation and Regulatory Review, and
does not require an assessment of
potential costs and benefits under
section 6(a)(3) of Executive Order 12866
or under section 1 of Executive Order
13563. The Office of Management and
Budget has not reviewed it under those
Orders.

This rule is not a significant
regulatory action due to the location of
the DRILLSHIP NOBLE DISCOVERER
on the Outer Continental Shelf and its
distance from both land and safety
fairways. Vessels traversing waters near
the proposed safety zone will be able to
safely travel around the zone without
incurring additional costs.

2. Small Entities

Under the Regulatory Flexibility Act
of 1980 (5 U.S.C. 601-612), the Coast
Guard has considered whether this
proposed rule would have a significant
economic impact on a substantial
number of small entities. 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 proposed rule
would not have a significant economic
impact on a substantial number of small
entities. This proposed rule would affect
the following entities, some of which
might be small entities: The owners or
operators of vessels intending to transit
or anchor in the Burger Prospects of the
Chukchi Sea.

This safety zone will not have a
significant economic impact or a
substantial number of small entities for
the following reasons: This rule will
enforce a safety zone around a drilling
unit facility that is in areas of the
Chukchi Sea not frequented by vessel
traffic and is not in close proximity to
a safety fairway. Further, vessel traffic
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can pass safely around the safety zone
without incurring additional costs.

If you think that your business,
organization, or governmental
jurisdiction qualifies as a small entity
and that this rule would have a
significant economic impact on it,
please submit a comment (see
ADDRESSES) explaining why you think it
qualifies and how and to what degree
this rule would economically affect it.

3. Assistance for Small Entities

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 proposed rule so that
they can better evaluate its effects on
them and participate in the rulemaking.
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 LCDR Jason
Boyle, Coast Guard Seventeenth District,
Office of Prevention; telephone 907—
463-2821, Jason.t.boyle@uscg.mil. The
Coast Guard will not retaliate against
small entities that question or complain
about this proposed rule or any policy
or action of the Coast Guard.

4. Collection of Information

This proposed rule would call for no
new collection of information under the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501-3520.).

5. Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this proposed rule under that Order and
have determined that it does not have
implications for federalism.

6. 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.

7. 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
$100,000,000.00 (adjusted for inflation)
or more in any one year. Though this
proposed rule would not result in such
expenditure, we do discuss the effects of
this rule elsewhere in this preamble.

8. Taking of Private Property

This proposed rule would not cause a
taking of private property or otherwise
have taking implications under
Executive Order 12630, Governmental
Actions and Interference with
Constitutionally Protected Property
Rights.

9. Civil Justice Reform

This proposed rule meets applicable
standards in sections 3(a) and 3(b)(2) of
Executive Order 12988, Civil Justice
Reform, to minimize litigation,
eliminate ambiguity, and reduce
burden.

10. Protection of Children

The Coast Guard has analyzed this
proposed rule under Executive Order
13045, Protection of Children from
Environmental Health Risks and Safety
Risks. This rule is not an economically
significant rule and would not create an
environmental risk to health or risk to
safety that might disproportionately
affect children.

11. Indian Tribal Governments

This proposed rule does not have
tribal implications under Executive
Order 13175, Consultation and
Coordination with Indian Tribal
Governments, because it would 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.

12. Energy Effects

The Coast Guard analyzed this
proposed rule under Executive Order
13211, Actions Concerning Regulations
That Significantly Affect Energy Supply,
Distribution, or Use.

13. Technical Standards

This proposed rule does not use
technical standards. Therefore, we did
not consider the use of voluntary
consensus standards.

14. Environment

We have analyzed this proposed rule
under Department of Homeland
Security Management Directive 023-01
and Commandant Instruction
M16475.1D, which guide the Coast
Guard in complying with the National

Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f), and
have made a preliminary determination
that this action is one of a category of
actions that do not individually or
cumulatively have a significant effect on
the human environment. A preliminary
environmental analysis checklist
supporting this determination is
available in the docket where indicated
under ADDRESSES. We seek any
comments or information that may lead
to the discovery of a significant
environmental impact from this
proposed rule. This rule is categorically
excluded from further review under
paragraph 34(g) of Figure 2—1 of the
Commandants Instruction.

List of Subjects in 33 CFR Part 147

Continental shelf, Marine safety,
Navigation (water).

For the reasons discussed in the
preamble, the Coast Guard proposes to
amend 33 CFR part 147 as follows:

PART 147—SAFETY ZONES

m 1. The authority citation for part 147
continues to read as follows:

Authority: 14 U.S.C. 85; 43 U.S.C. 1333;
Department of Homeland Security Delegation
No. 0170.1.

m 2. Add §147.T17-0248 to read as
follows:

§147.T17-0248 Safety Zone; DRILLSHIP
NOBLE DISCOVERER, Outer Continental
Shelf Drillship, Chukchi Sea, Alaska.

(a)(1) Description. The DRILLSHIP
NOBLE DISCOVERER will be engaged
in exploratory drilling operations at
various locations in the Chukchi Sea
from July 1, 2015 through October 31,
2015. The DRILLSHIP NOBLE
DISCOVERER will be anchored while
conducting exploratory drilling
operations with the center point of the
vessel located at the coordinates listed
in Table 1.

(2) Safety Zone. The area that extends
500 meters from the outer edge of the
DRILLSHIP NOBLE DISCOVERER, as
well as 500 meters from those points,
suitably marked by a buoy, where the
DRILLSHIP NOBLE DISCOVERER’s
mooring spread meets the ocean’s
surface is a safety zone. Lawful
demonstrations may be conducted
outside of the safety zone.

(b) Regulation. No vessel may enter or
remain in this safety zone except the
following:

(1) An attending vessel; or

(2) A vessel authorized by the
Commander, Seventeenth Coast Guard
District, or a designated representative.
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Dated: April 8, 2015.
Daniel B. Abel,

Rear Admiral, U.S. Coast Guard, Commander,
Seventeenth Coast Guard District.

[FR Doc. 2015-10376 Filed 5-1-15; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

45 CFR Part 98
[Docket No. ACF-2013-0001-0001]

RIN 0970-AC53

Child Care and Development Fund
(CCDF) Program

AGENCY: Office of Child Care (OCC),
Administration for Children and
Families (ACF), Department of Health
and Human Services (HHS).

ACTION: Notice of proposed rulemaking;
withdrawal.

Dated: April 9, 2015.
Mark H. Greenberg,

Acting Assistant Secretary for Children and
Families.

Approved: April 27, 2015.
Sylvia Matthews Burwell,
Secretary.
[FR Doc. 2015-10351 Filed 5-1-15; 8:45 am]
BILLING CODE 4184-01-P

DEPARTMENT OF TRANSPORTATION

Federal Motor Carrier Safety
Administration

49 CFR Part 391

[Docket No. FMCSA-2005-23151]
RIN 2126-AA95

Qualifications of Drivers; Diabetes
Standard

AGENCY: Federal Motor Carrier Safety
Administration (FMCSA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: The Office of Child Care
(OCC) in the Administration for
Children and Families (ACF) within the
Department of Health and Human
Services (HHS) is withdrawing a
previously published notice of proposed
rulemaking that solicited public
comment on reforms to the Child Care
and Development Fund (CCDF)
program.

DATES: The notice of proposed
rulemaking published at 78 FR 29442,
May 20, 2013, is withdrawn, effective
immediately.

FOR FURTHER INFORMATION CONTACT:
Andrew Williams, Director, Office of
Child Care Policy Division,
Administration for Children and
Families, 370 L’Enfant Promenade SW.,
Washington, DC 20447; 202—401-4795
(this is not a toll-free number).

SUPPLEMENTARY INFORMATION: On May
20, 2013, HHS published a notice of
proposed rulemaking (NPRM) to the
regulations at 45 CFR part 98 for the
Child Care and Development Fund
(CCDF) program at 78 FR 29442.
Subsequently, the Child Care and
Development Block Grant Act, which
governs the CCDF program, was
reauthorized in November 2014 (Public
Law 113-186). In light of this statutory
change, HHS is hereby withdrawing the
May 2013 NPRM, and will begin a new
regulatory process with a proposed rule
based on the new law.

SUMMARY: FMCSA proposes to permit
drivers with stable, well-controlled
insulin-treated diabetes mellitus (ITDM)
to be qualified to operate commercial
motor vehicles (CMVs) in interstate
commerce. Currently, drivers with
ITDM are prohibited from driving CMVs
in interstate commerce unless they
obtain an exemption from FMCSA. This
NPRM would enable individuals with
ITDM to obtain a Medical Examiner’s
Certificate (MEC), from a medical
examiner (ME) at least annually in order
to operate in interstate commerce if the
treating clinician (TC) who is the
healthcare professional responsible for
prescribing insulin for the driver’s
diabetes, provides documentation to the
ME that the condition is stable and well-
controlled.

DATES: You must submit comments on
or before July 6, 2015.

ADDRESSES: You may submit comments
identified by docket number FMCSA—
2005-23151 using any one of the
following methods:

o Federal eRulemaking Portal:
www.regulations.gov.

e Fax:202—-493-2251.

e Mail: Docket Services (M—30), U.S.
Department of Transportation, West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue SE.,
Washington, DC 20590-0001.

e Hand delivery: Same as mail
address above, between 9 a.m. and 5
p-m., Monday through Friday, except

Federal holidays. The telephone number

is 202—-366—9329.

To avoid duplication, please use only
one of these four methods. See the
“Public Participation and Request for
Comments” heading under the
SUPPLEMENTARY INFORMATION section
below for instructions regarding
submitting comments.

FOR FURTHER INFORMATION CONTACT: If
you have questions about this proposed
rule, contact Ms. Linda Phillips,
Medical Programs Division, FMCSA,
1200 New Jersey Ave SE., Washington
DC 20590-0001, by telephone at 202—
366—4001, or by email at
fmcsamedical@dot.gov. If you have
questions about viewing or submitting
material to the docket, call Ms. Barbara
Hairston, Program Manager, Docket
Services, telephone 202-366—9826.
SUPPLEMENTARY INFORMATION:

Table of Contents for Preamble

I. Executive Summary
A. Purpose and Summary of the Major
Provisions
B. Benefits and Costs
1I. Public Participation and Request for
Comments
A. Submitting Comments
B. Viewing Comments and Documents
C. Privacy Act
III. Abbreviations and Acronyms
IV. Legal Basis for the Rulemaking
V. Background
A. Diabetes
B. Brief History of Physical Qualification
Standards for CMV Drivers With ITDM
C. Current Exemption Program
VI. Reasons for the Proposed Changes
A. Expert Guidance and Studies
Concerning Risks for Drivers With
Diabetes
B. What FMCSA Is Proposing and Why
VII. Section-By-Section Analysis
A. Section 391.41 Physical Qualifications
for Drivers
B. Section 391.45 Persons Who Must Be
Medically Examined and Certified
C. Section 391.46 Physical Qualification
Standards for a Person With Insulin-
Treated Diabetes Mellitus
VIIL. Rulemaking Analyses and Notices

1. Executive Summary

A. Purpose and Summary of Major
Provisions

Under the current regulations, a
driver with ITDM may not operate a
CMV in interstate commerce unless the
driver obtains an exemption from
FMCSA, which must be renewed at least
every 2 years. FMCSA proposes to allow
individuals with well-controlled ITDM
to drive CMVs in interstate commerce if
they are examined at least annually by
an ME who is listed in the National
Registry of Certified Medical Examiners
(National Registry), have received the
MEC from the ME, and are otherwise
physically qualified. FMCSA believes
that this procedure will adequately
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ensure that drivers with ITDM manage
the condition so that it is stable and
well-controlled, and that such a
regulatory provision creates a clearer,
equally effective and more consistent
framework than a program based
entirely on exemptions under 49 U.S.C.
31315(b).

FMCSA evidence reports, ADA
studies, and MRB conclusions and
recommendations indicate that drivers
with ITDM are as safe as other drivers
when their condition is well-controlled.
In order to determine if a driver with
ITDM meets FMCSA’s physical
qualification standards and is able to
obtain a MEC, the driver must be
evaluated at least annually by his or her
TC. The evaluation by the TC would

ensure that the driver is complying with
an appropriate standard of care for
individuals with ITDM and would allow
the TC to monitor for any of the
progressive conditions associated with
diabetes (e.g., nerve damage to the
extremities, diabetic retinopathy,
cataracts and hypoglycemia
unawareness). The ME must obtain
information from the TC to demonstrate
the driver’s condition is stable and well-
controlled.

B. Benefits and Costs

FMCSA believes that this rulemaking
would not have a significant economic
impact. Compared to other CMV drivers,
drivers with ITDM will incur costs for
an additional Department of

TABLE 1—TOTAL ANNUAL COSTS
[In millions of $]

Transportation (DOT) medical
examination of $151 annually; however,
they will have the ability to earn a living
without the inconvenience and added
costs of obtaining and maintaining an
exemption. The increased monitoring of
the driver with ITDM could lead to
better driver health while ensuring that
the physical condition of CMV drivers
enables them to operate CMVs safely.
The total annual cost of medically
qualifying drivers with ITDM would
increase in comparison to the cost of the
current exemption program based on a
projected increase in the population of
drivers who would seek medical
certification, as shown in Table 1 below
for ITDM drivers:

Proposed rule Proposed rule Proposed rule

Current exemption (100% ITDM- (66.7% ITDM- (83.3% ITDM-

program qualified drivers qualified drivers qualified drivers

(209,664 drivers) 1 | (139,846 drivers) (69,818 drivers)
Cost of Visits to Endocrinologist ($mM) .......ccccceevereriencvrienennne $0.26 $0.00 $0.00 $0.00
Cost of Annual Exam of Eye Specialist (3mM) ......cccccooerererennee 0.40 0.00 0.00 0.00
Cost of Issuing Annual Medical Certificates ($m) .......ccccceeee.e 0.13 16.35 10.91 5.45
Cost of Applying for Exemption ($m) ......cccccoviieieinienieneneene 0.03 0.00 0.00 0.00
Driver Time Costs of Medical Exams ($m) .......ccccoccvvvvceernnnne. 0.06 7.55 5.03 2.51
Cost to Government ($M) .....cooeverereinieieee e 0.91 0.00 0.00 0.00
Total CoStS (BM) eovieeieeeere e e 1.79 23.90 15.94 7.96

As the Agency lacks data to project
the affected population changes in
subsequent years, the analysis projects
this rule’s total annual costs to remain
constant in real terms during each of the
ten years from the initial compliance
date. Therefore, for this rule a separate
discussion of the annualized costs at the
7% discount rate is unnecessary, as the
annualized costs are identical to the
corresponding discounted annual costs.

II. Public Participation and Request for
Comments

FMCSA encourages you to participate
in this rulemaking by submitting
comments and related materials. Where
possible, we would like you to provide
scientific, peer-reviewed data to support
your comments. On March 17, 2006, the
Agency published an Advance Notice of
Proposed Rulemaking (ANPRM) on the
diabetes standard (71 FR 13810). In this
NPRM, the Agency does not respond to

1“ITDM-qualified drivers” are those the Agency
believes would qualify under this proposed rule to
receive medical examiner’s certificates enabling
them to operate CMVs in interstate commerce were
they to undergo a DOT medical examination. The
derivation of the estimated number of ITDM-
qualified drivers at the three participation rates
evaluated is shown in section 2.4.1 of the regulatory
evaluation.

comments submitted in response to the
ANPRM. If you believe your previous
comments are relevant to today’s
proposed rule, please reference them in
your new comments to the docket
FMCSA-2005-23151.

A. Submitting Comments

If you submit a comment, please
include the docket number for this
rulemaking (FMCSA-2005-23151),
indicate the heading of the specific
section of this document to which each
comment applies, and provide a reason
for each suggestion or recommendation.
You may submit your comments and
material online, by fax, mail, or hand
delivery, but please use only one of
these means. FMCSA recommends that
you include your name and a mailing
address, an email address, or a phone
number in the body of your document
so the Agency can contact you if it has
questions regarding your submission.

To submit your comment online, go to
www.regulations.gov, type the docket
number, “FMCSA-2005-23151" in the
“Keyword” box, and click “Search.”
When the new screen appears, click the
“Comment Now!” button and type your
comment into the text box in the
following screen. Choose whether you

are submitting your comment as an
individual or on behalf of a third party,
and click “Submit.” If you submit your
comments by mail or hand delivery,
submit them in an unbound format, no
larger than 8% by 11 inches, suitable for
copying and electronic filing. If you
submit comments by mail and would
like to know that they reached the
facility, please enclose a stamped, self-
addressed postcard or envelope.

FMCSA will consider all comments
and material received during the
comment period and may change this
proposed rule based on your comments.

B. Viewing Comments and Documents

To view comments and any document
mentioned in this preamble, go to
www.regulations.gov, insert the docket
number, “FMCSA-2005-23151" in the
“Keyword” box, and click “Search.”
Next, click the “Open Docket Folder”
button and choose the document listed
to review. If you do not have access to
the Internet, you may view the docket
online by visiting the Docket Services in
Room W12-140 on the ground floor of
the DOT West Building, 1200 New
Jersey Avenue SE., Washington, DC
20590, between 9 a.m. and 5 p.m. ET,
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Monday through Friday, except Federal
holidays.

C. Privacy Act

In accordance with 5 U.S.C. 553(c),
DOT solicits comments from the public
to better inform its rulemaking process.
DOT posts these comments, without
edit, including any personal information
the commenter provides, to
www.regulations.gov, as described in
the system of records notice (DOT/ALL—
14 FDMS), which can be reviewed at
www.dot.gov/privacy.

III. Abbreviations and Acronyms

ADA American Diabetes Association

ANPRM Advance Notice of Proposed
Rulemaking

CAA Clean Air Act

CE Categorical Exclusion

CDL Commercial Driver’s License

CMV Commercial Motor Vehicle

DOT U.S. Department of Transportation

E.O. Executive Order

FHWA Federal Highway Administration’s

FMCSA Federal Motor Carrier Safety
Administration

FR Federal Register

FMCSRs Federal Motor Carrier Safety
Regulations

ICR Information Collection Request

ITDM Insulin-Treated Diabetes Mellitus

LFC Licencia Federal de Conductor

ME Certified Medical Examiner

MEC Medical Examiner’s Certificate

MRB Medical Review Board

NPRM Notice of Proposed Rulemaking

OMB Office of Management and Budget

PIA  Privacy Impact Assessment

PRA Paper Reduction Act

RFA Regulatory Flexibility Act

RIA Regulatory Impact Analysis

SAFETEA-LU Safe, Accountable, Flexible,
Efficient Transportation Equity Act: A
Legacy for Users

SORN System of Records Notice

TEA-21 Transportation Equity Act for the
21st Century

TC Treating Clinician

IV. Legal Basis for the Rulemaking

FMCSA has authority under 49 U.S.C.
31136(a) and 31502(b)—delegated to the
Agency by 49 CFR 1.87(f) and (i),
respectively—to establish minimum
qualifications, including medical and
physical qualifications, for CMV drivers
operating in interstate commerce.
Section 31136(a)(3) requires that the
Agency’s safety regulations ensure that
the physical conditions of CMV drivers
enable them to operate their vehicles
safely, and that MEs trained in physical
and medical examination standards
perform the physical examinations
required of such operators.

In 2005, Congress authorized the
creation of the Medical Review Board
(MRB) composed of experts “in a variety
of medical specialties relevant to the
driver fitness requirements” to provide

advice and recommendations on
qualification standards [49 U.S.C.
31149(a)]. The position of Chief Medical
Officer was authorized at the same time
[49 U.S.C. 31149(b)]. Under section
31149(c)(1), the Agency, with the advice
of the MRB and Chief Medical Officer,
is directed to ‘“‘establish, review and
revise . . . medical standards for
operators of commercial motor vehicles
that will ensure that the physical
condition of operators of commercial
motor vehicles is adequate to enable
them to operate the vehicles safely.” As
discussed below in this proposed rule,
the Agency, in conjunction with the
Chief Medical Officer, asked the MRB to
review and report on the current
diabetes standard. The Board’s
recommendations and the Agency’s
responses are described elsewhere in
this NPRM.

In addition to the statutory
requirements specific to the physical
qualifications of CMV drivers [49 U.S.C.
31136(a)(3)], FMCSA’s regulations must
also ensure that CMVs are maintained,
equipped, loaded and operated safely
[49 U.S.C. 31136(a)(1)]; that the
responsibilities imposed on CMV
drivers do not impair their ability to
operate the vehicles safely [49 U.S.C.
31136(a)(2)]; that the operation of CMVs
does not have a deleterious effect on the
physical condition of the drivers [49
U.S.C. 31136(a)(4)]; and that drivers are
not coerced by motor carriers, shippers,
receivers, or transportation
intermediaries to operate a vehicle in
violation of a regulation promulgated
under 49 U.S.C. 31136 (which is the
basis for much of the FMCSRs), 49
U.S.C. chapter 51 (which authorizes the
hazardous materials regulations) or 49
U.S.C. chapter 313 (the authority for the
Commercial Driver’s License (CDL)
regulations and the related drug and
alcohol testing requirements) [49 U.S.C.
31136(a)(5)].

This proposed rule is based on 49
U.S.C. 31136(a)(3) and 31149(c), but
does not deal with 49 U.S.C.
31136(a)(1), (2), or (4). FMCSA believes
that coercion of drivers with ITDM to
violate the current rule preventing them
from operating in interstate commerce—
which is prohibited by 49 U.S.C.
31136(a)(5)—does not and will not
occur. On the contrary, motor carriers
have generally been reluctant to employ
such drivers at all. The Federal Highway
Administration’s (FHWA) original
exemption program in the 1990s and
FMCSA’s subsequent program under 49
U.S.C. 31315(b) allowed selected
individuals with ITDM to drive legally
for the first time, while also generating
data showing that their safety records

were at least as good as those of non-
ITDM drivers.

Section 4129 of the Safe, Accountable,
Flexible, Efficient Transportation Equity
Act: A Legacy for Users (SAFETEA-LU)
[Pub. L. 109-59, 119 Stat. 1144, 1742,
Aug. 10, 2005], in paragraphs (a)
through (c), directed the Agency to relax
certain requirements of its exemption
program for drivers with ITDM.2 The
last paragraph of section 4129 provides
that insulin-treated individuals may not
be held by the Secretary to a higher
standard of physical qualification in
order to operate a commercial motor
vehicle in interstate commerce than
other individuals applying to operate, or
operating, a commercial motor vehicle
in interstate commerce; except to the
extent that limited operating,
monitoring, and medical requirements
are deemed medically necessary under
regulations issued by the Secretary.3

FMCSA believes that this proposed
rule would satisfy the purposes of
section 4129(d), by imposing
appropriate requirements on such
drivers as contemplated by that
provision and maintaining current
levels of highway safety.

Finally, prior to prescribing any
regulations, FMCSA must consider their
“costs and benefits” [49 U.S.C.
31136(c)(2)(A) and 31502(d)]. Those
factors are discussed in the Rulemaking
Analyses and Notices section of this
NPRM.

V. Background

A. Diabetes

Diabetes is a disorder of metabolism—
the way the body uses digested food for
growth and energy.* The body breaks
down most food into glucose. After
digestion, glucose passes into the
bloodstream, where cells use it for
growth and energy. For glucose to enter
cells, insulin, a hormone produced by
the pancreas, must be present.
Normally, the pancreas produces the
right amount of insulin automatically to
move glucose from blood into the cells.
In people with diabetes, however, either
the pancreas produces little or no
insulin or the cells do not respond
appropriately to the insulin that is
produced. Glucose builds up in the
blood, overflows into the urine, and
passes out of the body in the urine.
Thus, the body loses its main source of
fuel although the blood contains large

2The exemption requirements were changed in a
notice issued November 8, 2005 (70 FR 67777).

3 See http://www.gpo.gov/fdsys/pkg/STATUTE-
119/pdf/STATUTE-119-Pg1144.pdf (pages 599-600
of the 835 page PDF).

4 See the source document for this discussion at
http://diabetes.niddk.nih.gov/dm/pubs/overview/
DiabetesOverview 508.pdf.


http://diabetes.niddk.nih.gov/dm/pubs/overview/DiabetesOverview_508.pdf
http://diabetes.niddk.nih.gov/dm/pubs/overview/DiabetesOverview_508.pdf
http://www.gpo.gov/fdsys/pkg/STATUTE-119/pdf/STATUTE-119-Pg1144.pdf
http://www.gpo.gov/fdsys/pkg/STATUTE-119/pdf/STATUTE-119-Pg1144.pdf
http://www.regulations.gov
http://www.dot.gov/privacy
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amounts of glucose. The excess glucose
in the blood (called hyperglycemia)
plays an important role in disease-
related complications.

Type 1 diabetes is an autoimmune
disease in which the immune system
attacks and destroys the insulin-
producing cells in the pancreas. The
pancreas then produces little or no
insulin. A person who has Type 1
diabetes must take insulin daily to live.
Type 1 diabetes accounts for about 5
percent of all diagnosed cases of
diabetes in the United States and is
usually diagnosed in children and
young adults.

In Type 2 diabetes, the pancreas is
usually producing enough insulin, but
the body cannot use the insulin
effectively, a condition called insulin
resistance. After several years, insulin
production decreases. The result is the
same as for Type 1 diabetes—glucose
builds up in the blood and the body
cannot make efficient use of its main
source of fuel. Type 2 diabetes can be
treated through diet, with insulin, or
with medications other than insulin.
The prevalence of Type 2 diabetes
increases with age. Type 2 diabetes
accounts for about 95 percent of
diagnosed diabetes in adults in the
United States.

Over time, people with the disease
have a heightened potential of
developing other problematic medical
conditions. These conditions include
proliferative diabetic retinopathy,s
cataracts and glaucoma, high blood
pressure and other cardiovascular
problems, kidney disease, and
circulation issues for the extremities,
which can cause numbness and
decreased functionality, particularly
with feet and legs.

Of particular concern for drivers,
however, are the immediate symptoms
of severe hypoglycemia—a condition
where insulin treatment may cause
blood glucose to drop to a dangerously
low concentration.® A person
experiencing hypoglycemia may have
one or more of the following symptoms:
Double vision or blurry vision; shaking
or trembling; tiredness or weakness;

5Between 40 and 45 percent of Americans
diagnosed with diabetes have some stage of diabetic
retinopathy. The four stages of diabetic retinopathy,
from mild, non-proliferative to proliferative, are
described by the National Eye Institute, National
Institutes of Health at: http://www.nei.nih.gov/
health/diabetic/retinopathy.asp. Web site accessed
on March 20, 2015.

6 According to the ADA Web site, “Hypoglycemia
is a condition characterized by abnormally low
blood glucose (blood sugar) levels, usually less than
70 mg/dl.” http://www.diabetes.org/living-with-
diabetes/treatment-and-care/blood-glucose-control/
hypoglycemia-low-blood.html. Web site accessed on
March 20, 2015.

unclear thinking; fainting; seizures; or
coma.” If any of these symptoms of
severe hypoglycemia occurs while
someone is driving, there is the
potential for a crash.

Some people with blood glucose
readings at concentrations below
optimal levels perceive no symptoms
and no early warning signs of low blood
glucose—a condition called
hypoglycemia unawareness. This
condition occurs most often in people
with Type 1 diabetes, but it can occur
in people with Type 2 diabetes. Note,
however, that impairments associated
with diabetes mellitus can be abated
through proper disease management and
monitoring to stabilize and control the
condition.

B. Brief History of Physical Qualification
Standards for CMV Drivers With ITDM 8

From 1940 until 1971, one of
FMCSA’s predecessors recommended
that CMV drivers have urine glucose
tests as part of medical examinations for
determining whether persons are
physically qualified to drive CMVs in
interstate or foreign commerce (4 FR
2294, June 7, 1939, effective date
January 1, 1940). In 1971, FHWA,
FMCSA’s predecessor agency,
established the current standard for
drivers with ITDM (35 FR 6458, April
22,1970, effective date January 1, 1971),
which includes testing urine for
glucose. That standard states that a
‘““person is physically qualified to drive
a commercial motor vehicle if that
person has no established medical
history or clinical diagnosis of diabetes
mellitus currently requiring insulin for
control.” 49 CFR 391.41(b)(3). However,
beginning in 1993, CMV drivers with
ITDM had the opportunity to apply to
FHWA for a waiver until a 1994 Federal
court decision invalidated the waiver
program.

In 1998, section 4018 of the
Transportation Equity Act for the 21st
Century, Public Law 105-178, 112 Stat.
413-4 (TEA-21) (set out as a note to 49
U.S.C. 31305) directed the Secretary to
determine the feasibility of developing
“‘a practicable and cost-effective
screening, operating and monitoring
protocol” for allowing drivers with
ITDM to operate CMVs in interstate
commerce. This protocol “would ensure
a level of safety equal to or greater than
that achieved with the current

7 http://www.nlm.nih.gov/medlineplus/ency/
article/000386.htm. Web site accessed on March 20,
2015.

8 A more complete history of the Federal
regulation of drivers with ITDM is available in the
ANPRM published March 17, 2006 (71 FR 13802),
which readers can find in the docket for this
rulemaking.

prohibition on individuals with insulin
treated diabetes mellitus driving such
vehicles.”

As directed by section 4018, FHWA
compiled and evaluated the available
research and information. It assembled
a panel of medical experts in the
treatment of diabetes to investigate and
report about the issues concerned with
the treatment, medical screening, and
monitoring of ITDM individuals in the
context of operating CMVs. In July 2000,
FMCSA 9 submitted a report to Congress
titled, ““A Report to Congress on the
Feasibility of a Program to Qualify
Individuals with Insulin Treated
Diabetes Mellitus to Operate
Commercial Motor Vehicles in Interstate
Commerce as Directed by the
Transportation Equity Act for the 21st
Century” (TEA-21 Report to
Congress).19 This Report to Congress
concluded that it was feasible to
establish a safe and practicable protocol
containing three components allowing
some drivers with ITDM to operate
CMVs. The three components were: (1)
Screening of qualified ITDM
commercial drivers, (2) establishing
operational requirements to ensure
proper disease management by such
drivers, and (3) monitoring safe driving
behavior and proper disease
management.

On July 31, 2001, because of the
conclusions found in the TEA-21
Report to Congress, FMCSA published a
notice proposing to issue exemptions
from the FMCSRs allowing drivers with
ITDM to operate CMVs in interstate
commerce. 66 FR 39548. After receiving
and considering comments, FMCSA
issued a Notice of Final Disposition
(“2003 Notice”) establishing the
procedures and protocols for
implementing the exemptions for
drivers with ITDM. 68 FR 52441 (Sept.
3, 2003). So beginning again in 2003,
CMV drivers with ITDM could apply to
FMCSA for an exemption from this
prohibition.

To obtain an exemption, a CMV driver
with ITDM had to meet the specific
conditions and comply with the
requirements set out in the final
disposition. The driver had to follow the
application process set out in 49 CFR
part 381, subpart C, and FMCSA could
not grant an exemption unless a level of
safety equivalent to, or greater than, the
level achieved without the exemption

9 The motor carrier regulatory functions of the
FHWA were transferred to FMCSA in the Motor
Carrier Safety Improvement Act of 1999, Public Law
106-159, 113 Stat. 1748, Dec. 9, 1999.

10 The TEA-21 Report to Congress can be
accessed in the docket for this rulemaking. For a
detailed discussion of the report’s findings and
conclusions, see 66 FR 39548 (July 31, 2001).


http://www.diabetes.org/living-with-diabetes/treatment-and-care/blood-glucose-control/hypoglycemia-low-blood.html
http://www.diabetes.org/living-with-diabetes/treatment-and-care/blood-glucose-control/hypoglycemia-low-blood.html
http://www.diabetes.org/living-with-diabetes/treatment-and-care/blood-glucose-control/hypoglycemia-low-blood.html
http://www.nlm.nih.gov/medlineplus/ency/article/000386.htm
http://www.nlm.nih.gov/medlineplus/ency/article/000386.htm
http://www.nei.nih.gov/health/diabetic/retinopathy.asp
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would be maintained. 49 U.S.C. 31315
and 49 CFR 381.305(a).

In conformity with the conclusions of
the TEA—21 Report to Congress, the
2003 Notice implemented the three
protocol components recommended in
the report, with a few modifications.

C. Current Exemption Program

FMCSA administers an exemption
program for individuals with ITDM who
wish to become qualified or maintain
their physical qualifications as CMV
drivers. The Agency administers this
exemption program under 49 CFR part
381 subpart C according to directives in
notices of disposition published in 2003
(68 FR 52441, Sept. 3, 2003) and 2005
(70 FR 67777, Nov. 8, 2005).

To apply for an exemption under the
current program administered by
FMCSA, the driver must submit a letter
application with medical
documentation showing the
following: 11

(1) The driver has been examined by
a board-certified or board-eligible
endocrinologist who has conducted a
comprehensive evaluation including (i)
one measure of glycosylated hemoglobin
within a range of 27 percent and <10
percent, and (ii) a signed statement
regarding the doctor’s determinations;

(2) The driver has obtained a signed
statement from an ophthalmologist or
optometrist that the driver has been
examined, has no unstable proliferative
diabetic retinopathy, and meets the
vision standard in § 391.41(b)(10); and

(3) The driver has obtained a signed
copy of an ME’s Medical Evaluation
Report and of a Medical Examiner’s
Certificate issued showing that the
driver meets all other standards in
§391.41(b).

FMCSA does not conduct exams of
any of the drivers in the exemption
program. We accept the paperwork from
the MEs and the TCs and make our
decision based on the paperwork. To
maintain the exemption, the driver must
meet certain conditions, which include
the following:

(1) Yearly medical re-certification by
an ME;

(2) Quarterly reports submitted by an
endocrinologist to FMCSA including
blood glucose logs, insulin regimen
changes and hypoglycemic events, if
any, that the driver has experienced;

(3) Annual comprehensive medical
evaluation by an endocrinologist;

(4) An annual vision evaluation
confirming no evidence of unstable
proliferative diabetic retinopathy and
meeting the vision standard for CMV
drivers;

11 This list of requirements to apply for and
maintain an ITDM exemption is not inclusive.

(5) Maintaining appropriate medical
supplies for glucose management,
including a monitor, insulin, and an
amount of rapidly absorbable glucose in
the vehicle to be used as necessary;

(6) Following a protocol to monitor
and maintain blood glucose levels; and

(7) Reporting all episodes of severe
hypoglycemia, significant
complications, or inability to manage
diabetes, and any involvement in a
crash or adverse event to the Agency.

According to the annual report for the
diabetes exemption program, FMCSA
received 858 applications in 2012,
continuing the growth trend of the
preceding six years.12 Before granting a
request for an exemption, FMCSA must
publish a notice in the Federal Register
for each exemption requested,
explaining that the request has been
filed, and providing the public an
opportunity to inspect the safety
analysis and any other relevant
information known to the Agency and to
comment on the request. The notice also
must identify the person or class of
persons who will receive the exemption,
the provisions from which the person
will be exempt, the effective period, and
all terms and conditions of the
exemption. In addition, the Agency
must monitor the implementation of
each exemption to ensure compliance
with its terms and conditions.

After the comment period, as part of
the approval process, FMCSA must
publish a notice of its decision to
approve or deny the request. A driver
must reapply for an exemption every 2
years. However, FMCSA may revoke an
exemption immediately under standards
set out in § 381.330.

Should this proposal become a final
rule, CMV drivers with ITDM could
meet physical qualification standards
under the new rule without applying for
or receiving exemptions.

VI. Reasons for the Proposed Changes

This section of the preamble is
divided into two major subsections. The
first section discusses data reflected in
evidence reports and American Diabetes
Association (ADA) studies examining
risks associated with diabetes and
driving in general, and the association
between hypoglycemia and ITDM in
particular. It also discusses MRB
findings and conclusions based on
evidence reports. The second section
explains why FMCSA is proposing to
eliminate the exemption program and
establish a medical qualification
standard for drivers with ITDM,
including relating the proposed rule

12 Annual Report for the FMCSA Diabetes
Exemption Program, December 31, 2012.

elements to the current exemption
program, MRB recommendations, and
findings from the ADA studies.

A. Expert Guidance and Studies

Medical Review Board Guidance

FMCSA uses an evidence-based
systematic review process and
consultation with the MRB and the
Chief Medical Officer to revise or
develop medical standards and
guidelines for commercial drivers. In its
deliberations concerning commercial
drivers with ITDM, the MRB reviewed
the analysis of a 2006 evidence-based
report and a 2010 update of that
report.13 Both reports focused primarily
on the risks to driver safety from the
acute risks associated with diabetes
mellitus (e.g., hypoglycemia), but did
not address driver safety issues related
to chronic complications of diabetes
(e.g., diabetic nephropathy, neuropathy,
retinopathy, and/or cardiovascular
conditions resulting from the long-term
complications of diabetes). Both the
evidence reports and ADA studies,
discussed in the next section, show that
hypoglycemia is the chief safety concern
for drivers with the disease. Further, the
2010 Update studies show use of
insulin, a long duration on insulin, and
impaired hypoglycemic awareness as
among the factors “repeatedly shown to
be associated with an increased
incidence of severe hypoglycemia.” 14

After considering the findings in the
evidence-based reports, the MRB
members agreed unanimously that
hypoglycemia among individuals with
diabetes mellitus is an important risk
factor for motor vehicle crashes and
approved a set of recommendations to
FMCSA for CMV drivers with diabetes
mellitus intended to reduce the
likelihood of their operating when
impaired by hypoglycemic conditions.
The MRB recommended that FMCSA
allow individuals with ITDM to drive
CMVs if they are free of severe
hypoglycemic reactions, have no altered
mental status or unawareness of
hypoglycemia, and manage their
diabetes mellitus properly to keep blood
sugar levels in the appropriate ranges.
The MRB also recommended that all

13 The 2006 ITDM evidence report is Tregear, SJ,
Rizzo M, Tiller M, et al., “Evidence Report: Diabetes
and Commercial Motor Vehicle Driver Safety,”
September 8, 2006. Accessed on May 20, 2015, at:
http://ntl.bts.gov/lib/30000/30100/30117/Final
Diabetes Evidence Report.pdf. The 2010 update
report is Bieber-Tregear, M.; Funmilayo, D; Amana,
A.; Connor, D; Tregear, S.; and Tiller, M., “Evidence
Report: 2010 Update: Diabetes and Commercial
Motor Vehicle Driver Safety,” May 27, 2011.
Accessed on May 20, 2015, at http://ntl.bts.gov/lib/
39000/39400/39416/2010_Diabetes_Update Final
May_27_2011.pdf, (2010 Update).

142010 Update Page 10.


http://ntl.bts.gov/lib/39000/39400/39416/2010_Diabetes_Update_Final_May_27_2011.pdf
http://ntl.bts.gov/lib/39000/39400/39416/2010_Diabetes_Update_Final_May_27_2011.pdf
http://ntl.bts.gov/lib/39000/39400/39416/2010_Diabetes_Update_Final_May_27_2011.pdf
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drivers diagnosed with diabetes mellitus
be required to obtain at least annual
recertification by a ME who is a licensed
physician, regardless of whether they
are insulin-treated. However, the MRB
recommended maintaining a restriction
on medical qualification of drivers with
ITDM from passenger and hazardous
materials transportation.

American Diabetes Association Position
Paper

In a 2012 peer-reviewed position
paper titled, “Diabetes and Driving,” the
ADA provided “an overview of existing
(drivers) licensing rules for people with
diabetes, address[ing] the factors that
impact driving for this population, and
identify[ing] general guidelines for
assessing driver fitness and determining
appropriate licensing restrictions.” 15 At
the end of the paper, ADA set out
recommendations for identifying and
evaluating diabetes in drivers.16
Although the ADA addressed these
issues in discussing fitness for non-CMV
drivers with diabetes, the same disease-
related conditions that present driving
concerns in the non-CMV driving
population create those same concerns
in the CMV driving population. ADA
begins by stating, “[M]ost people with
diabetes safely operate motor vehicles
without creating any meaningful risk of
injury to themselves or others.”” 17
Summarizing several studies on
understanding diabetes and driving, the
paper notes inconsistent findings
relative to which drivers with diabetes
are at higher risk of crashes. However,
the paper notes that according to the
studies, “The single most significant
factor associated with driving collisions
for drivers with diabetes appears to be
a recent history of severe
hypoglycemia,?8 regardless of the type
of diabetes or the treatment used.” 19
The paper further references studies
finding that even moderate
hypoglycemia “significantly and
consistently impairs driving safely and
judgment as to whether to continue to

15 ADA, “Diabetes and Driving,”” Diabetes Care,
vol. 35, supplement 1, January 2012, pp. S81-S85,
at S81. Accessed March 20, 2015, from: http://
care.diabetesjournals.org/content/35/Supplement
1/881.full. pdf+html.

161d. at S83-S85.

171d. at S81.

18]d. at S82 (““The American Diabetes Association
Workgroup on Hypoglycemia defined severe
hypoglycemia as low blood glucose resulting in
neuroglycopenia that disrupts cognitive motor
function and requires the assistance of another to
actively administer carbohydrate, glucagon, or other
resuscitative actions.”).” Reference omitted.

19]d. At page 84, the paper states, “‘[R]ecurrent
episodes of severe hypoglycemia, defined as two or
more episodes in a year, may indicate that a person
is not able to safely operate a motor vehicle.”

drive or self-treat under such metabolic
conditions.” 20

In evaluating fitness for drivers with
diabetes, the ADA paper underscores
the importance of individualized
assessments “‘based not solely on
diagnosis of diabetes but rather on
concrete evidence of actual risk.” 22
According to the ADA paper, such an
assessment ‘“‘must include an
assessment by the treating physician or
other diabetes specialist who can review
recent diabetes history” as these health
care providers are “the best source of
information concerning the driver’s
diabetes management and history.” 22
Among other things, the ADA paper
recommends physicians provide the
following information to licensing
authorities: (1) The driver’s risk of
severe hypoglycemia; (2) the driver’s
ability to recognize imminent
hypoglycemia and take appropriate
corrective action; and (3) the driver’s
ability to provide evidence of sufficient
self-monitoring of blood glucose.
Appropriate screening inquiries related
to driver fitness include “whether the
driver has, within the past 12 months,
lost consciousness due to hypoglycemia,
experienced hypoglycemia that required
intervention from another person to
treat or that interfered with driving, or
experienced hypoglycemia that
developed without warning.” 23

The ADA’s summary of findings
concerning the risks of driving and
diabetes concludes that, “[M]ost people
with diabetes safely operate motor
vehicles without creating any
meaningful risk of injury to themselves
or others.” 24 This statement also reflects
FMCSA'’s conclusion based on the
available evidence.

B. What FMCSA is Proposing and Why

In accordance with section 4129(d) of
SAFETEA-LU referenced earlier in the
Legal Basis section of the preamble,
FMCSA may not adopt higher physical
qualification standards for drivers with
ITDM ““except to the extent that limited
operating, monitoring, and medical
requirements are deemed medically
necessary.” As noted above, CMV
drivers with diabetes whose condition is
stable and well-controlled do not pose
an unreasonable risk to their health or
to public safety. Also, as noted, studies
indicate that hypoglycemia is the chief
safety concern for drivers with diabetes,
and the evidence reports show a
connection between insulin use and the

201d. References omitted.
211d. at S83.

221d.

231d.

241d. at S81.

risk of hypoglycemia. FMCSA has
determined that the inconvenience and
expense for drivers, and the
administrative burden of an exemption
program are no longer necessary to
address concerns of hypoglycemia and
meet the statutory requirement that
drivers with ITDM maintain a physical
condition that “is adequate to enable
them to operate (CMVs) safely.” 49
U.S.C. 31136(a)(3). The principal reason
for codifying medical qualification
standards for ITDM drivers is to
eliminate the prohibition on physically
qualifying these drivers, thereby
promoting their ability to earn a living
without the inconvenience and added
costs of obtaining and maintaining an
exemption. As stated above, evidence
indicates that these drivers are
reasonably safe to drive if their diabetes
is stable and well-controlled.

In this proposed rule, FMCSA would
address hypoglycemia as a driver health
and operational safety risk by
establishing a regulatory protocol to
ensure proper disease monitoring and
management for drivers using insulin.
The Agency is proposing to allow
drivers with ITDM to be medically
qualified. As a result, the exemption
program established in the 2003 and
2005 notices would be unnecessary, and
the notices would be withdrawn when
this final rule becomes effective. These
actions are consistent with the MRB
recommendations. Further, this
rulemaking would allow healthcare
professionals familiar with a driver’s
physical condition to communicate
directly with each other, appropriately
ensuring that the MEs have the
information necessary to complete the
certificate attesting to the driver’s
medical qualifications. The practice of
medical certification through MEs is
more efficient and is reflective of
congressional intent to have MEs on the
National Registry make an
individualized assessment of a
particular driver’s health status and
ability to operate a CMV safely.

Contrary to the MRB
recommendations, the Agency is not
proposing to prohibit drivers with ITDM
from being medically qualified to
operate CMVs carrying passengers and
hazardous materials. The risk posed by
a driver with stable, well-controlled
ITDM is very low in general. Further,
there is no available evidence to support
such a prohibition, and, as noted, under
section 4129 of SAFETEA-LU, FMCSA
may not hold drivers with ITDM ““to a
higher standard of physical qualification

. . than other individuals . . . except
to the extent that limited operating,
monitoring, and medical requirements
are deemed medically necessary under
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regulations.” In addition, the current
exemption program permits these
drivers to qualify for passenger carrying
and hazardous materials transportation.
The Agency requests public comment
specifically on this point, however.

In addition, FMCSA is not proposing
to adopt the MRB recommendation to
require annual or more frequent medical
recertification for all drivers with
diabetes mellitus. The proposed
requirements apply only to drivers with
ITDM. Current regulations do not
prohibit any drivers with non-insulin
treated diabetes mellitus from being
qualified medically to operate CMVs.
Finding no medical necessity for such a
prohibition, the Agency is not proposing
such a change. Furthermore, although
the MRB recommended evaluation by a
licensed physician, the Agency believes
the TC working in conjunction with the
ME, who is certified by the National
Registry and working within the
regulatory framework under part 391,
meets the statutory requirement under
49 U.S.C. 31136(a)(3) for periodic
physical examinations of drivers. The
Agency seeks comment on these issues.

Today’s proposed rule would amend
49 CFR part 391 by revising §§ 391.41
and 391.45 and by adding new § 391.46
to address driver health and public
safety concerns associated with
hypoglycemia related to diabetes and its
control through insulin. The elements of
the proposed rule are limited and
medically necessary under section
4129(d) of SAFETEA-LU, ensure that
the physical condition of drivers with
ITDM is adequate to enable them to
operate CMVs safely as required by 49
U.S.C. 31136(a)(3), and align with
current best medical practice standards
for monitoring and managing ITDM. In
brief, the Agency proposes the following
elements:

A driver with ITDM must have an
annual or more frequent evaluation by
a TC prior to a DOT medical
examination by a certified ME. This
proposed requirement is consistent with
the MRB recommendations, except that
the MRB recommended application to
all drivers with diabetes mellitus. For
the reason stated above, FMCSA is
proposing this requirement only for
drivers with ITDM.

The driver must keep blood glucose
records as determined by the TC and
submit those records to his or her TC at
the evaluation. This proposed
requirement is consistent with the MRB
recommendation that drivers with ITDM
monitor blood glucose levels and submit
logs as part of their annual evaluation.

The ME must obtain written
notification from the driver’s TC, who
has determined whether, in the

preceding 12 months, the driver had a
severe hypoglycemic reaction or
demonstrated hypoglycemic
unawareness and monitored and
managed the condition properly as
evidenced by blood glucose records.
This proposed requirement is consistent
with the MRB recommendation that
drivers with ITDM be free of severe
hypoglycemia and hypoglycemia
unawareness, and that these drivers
properly monitor and manage the
condition.

At least annually, an ME, listed on the
National Registry, must examine and
certify that the driver is free of
complications that would impair the
driver’s ability to operate a CMV safely
and only renew the medical certificate
for up to 1 year. This proposed
requirement is consistent with the MRB
recommendation for annual or more
frequent recertification. For the reason
stated above, FMCSA is proposing this
requirement only for drivers with ITDM.

In contrast with the current
exemption program, the proposed rule
would require an annual evaluation by
a TC instead of an evaluation by an
endocrinologist and an annual or more
frequent DOT medical examination by a
certified ME to determine if medical
certification is warranted. Evaluation by
a TC allows for the individualized
assessment of drivers with ITDM, which
is consistent with the recommendations
of the ADA and other organizations
concerned with diagnosis and treatment
of the disease. Most importantly, under
section 4129(a) of SAFETEA-LU,
Congress expressly directed FMCSA to
modify the exemption program to
“provide for the individual assessment
of applicants who use insulin to treat
their diabetes and who are, except for
their use of insulin, otherwise qualified
under the [FMCSRs].” FMCSA believes
that a similar provision for an
individual assessment is also
appropriate in this rule. Further,
although the ADA, the U.S. National
Institutes of Health, and other
organizations urge yearly assessments
for individuals with diabetes by a
physician or health care professional
knowledgeable about the disease, none
of these groups calls for yearly
evaluations by endocrinologists. The
National Institute of Diabetes and
Digestive and Kidney Diseases notes
that most people with diabetes receive
care from a primary care physician—
generally an internist or family practice
doctor. Indeed, a requirement to be
evaluated by an endocrinologist now
seems impracticable for most drivers
with ITDM. According to the American
Board of Internal Medicine, there are
only about 5,300 board-certified

endocrinologists in the United States,
approximately 1,300 of which do not
provide clinical care.25

Reasonable persons with ITDM have
every incentive to manage their
condition so that the disease is stable
and well-controlled, because the failure
to take care of themselves not only
would affect the quality of life, but also
would significantly increase the risk of
a hypoglycemic event. For a CMV
driver, this situation would result in the
inability to renew the required medical
certificate and to earn an income
through driving a CMV.

If a driver who has not used insulin
previously begins using insulin for
control of diabetes mellitus, the driver
would be required to have an
examination by a TC prior to the
required DOT medical examination by a
certified ME . The ME would use
medical information from the TC in
conjunction with the medical
certification examination to determine
whether a driver new to insulin
treatment qualifies for medical
certification. Essentially, in issuing a
MEC under FMCSA regulations, the ME
will reflect his or her evaluation that
such drivers are free of complications
that might impair the ability to operate
a CMV safely in interstate commerce.

For all drivers with ITDM, the annual
visit with the TC would ensure that a
driver is complying with an appropriate
standard of care for individuals with
that condition, and it would allow the
TC to monitor any of the other
progressive conditions associated with
diabetes. Although the proposed rule
has no requirement for hypoglycemia
awareness training, the annual or more
frequent ME certification exam provides
an opportunity for intervention should
the TC evaluation, and the ME’s own
examination, provide evidence of
hypoglycemia unawareness that impairs
safe driving. The ME will request that
the TC provide written notification
regarding the ITDM driver’s disease
management prior to the examination of
the driver.

The annual or more frequent
requirement for a new MEC aligns with
the current interval specified under the
directives in the notices of final
disposition and with the interval
specified for drivers with ITDM by the
Canadian Council of Motor Transport
Administrators. The determination of
whether a driver with ITDM is eligible
to receive a MEC would rest with the
ME who, working under part 391 with
information provided by the TG, is

25 http://thyroid.about.com/od/
findlearnfromdoctors/a/endo-shortage.htm.
Accessed on March 20, 2015.
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authorized by statute to conduct DOT
medical examinations.

The proposed rule would not change
the requirement under 49 CFR 392.3 for
every CMV driver, including those with
ITDM, to refrain from operating a CMV
while the driver’s ability or alertness is
impaired in a way that would
compromise safety. The driver’s
knowledge of the issues surrounding
ITDM, appropriate monitoring
protocols, and equipment and supplies
are still very important. The proposed
rule would not allow drivers with ITDM
with licenses issued in Canada or
Mexico to operate a CMV in the United
States. Drivers from Mexico with a
Licencia Federal de Conductor (LFC)
generally may operate in the United
States. 49 CFR 383.23(b), n. 1 and
391.41(a)(1)(i). But Mexico does not
issue an LFC to any driver with
diabetes. Under the terms of the 1998
reciprocity agreement with Canada, a
Canadian driver with ITDM holding a
license issued by a Canadian province is
not authorized to operate a CMV in the
United States.

In 1994, at the termination of the
ITDM waiver program described in the
Background section of this NPRM,
FHWA allowed drivers holding waivers
to continue to operate CMVs in
interstate commerce under the
grandfather provisions of 49 CFR
391.64. The requirements in proposed
§ 391.46 reflect limited and necessary
diabetes monitoring and management
practices based on the results of the
ADA studies and the evidence reports.
On the other hand, under the current
requirements in § 391.64, a driver with
ITDM must continue to receive an
annual endocrinologist examination,
carry an absorbable source of glucose,
and meet other requirements that
FMCSA has determined are
impracticable or unenforceable. If the
requirements proposed today are
adopted, the Agency believes that
grandfathering provisions may be
redundant because the individuals with
waivers would comply already with the
necessary elements of § 391.64 (e.g.,
otherwise qualifying under § 391.41 and
annual examination by an ME), or
would be able to meet a less restrictive
requirement (e.g., annual examination
by a TC rather than a board-certified
endocrinologist). However, FMCSA
seeks comments regarding whether
removing these grandfathering
provisions would adversely affect any
driver that is operating currently under
§391.64.

The current exemption program
requires drivers with ITDM to obtain a
signed statement from an
ophthalmologist or optometrist that the

applicant has been examined, meets the
vision standard in § 391.41(b) or has an
exemption, and does not have diabetic
retinopathy. If the applicant has diabetic
retinopathy, he or she must be tested by
an ophthalmologist to determine
whether the condition is unstable and
proliferative. Following that exam, the
applicant must submit a separate signed
statement from the ophthalmologist
certifying that the applicant’s diabetic
retinopathy is not unstable or
proliferative.

The proposed rule would not require
drivers with ITDM to be examined or
obtain a signed statement from an
ophthalmologist or optometrist to meet
the vision standard or a separate
examination for diabetic retinopathy. As
stated above, FMCSA believes that
reasonable persons with ITDM have
every incentive to manage their
condition so that the disease is stable
and well-controlled, because the failure
to care for themselves would affect their
quality of life. This includes
examinations by an optometrist or
ophthalmologist to assess the
individual’s long term visual health.
The regulatory concern for any driver is
whether he or she can meet the
standards in § 391.41(b)(10). FMCSA
believes that meeting the vision acuity
standard as part of the annual exam by
an ME listed in the National Registry of
Certified Medical Examiners provides
reasonable certainty of discovering and
mitigating risks associated with any
safety-related condition that would
interfere with meeting the standard,
including diabetic retinopathy. This
approach also would be less costly for
drivers who would incur the cost of
seeing a vision specialist only if there
are signs of a degenerative condition, in
contrast to the exemption program
requirement that these drivers must see
an optometrist or ophthalmologist to
meet visual acuity requirements under
§391.41(b). The Agency requests
comment on the need for a person with
ITDM to be examined by an optometrist
or ophthalmologist as a condition of
passing the physical exam.

VII. Section-By-Section Analysis

This NPRM addresses the physical
qualification standards for interstate
CMV drivers treating their diabetes
mellitus with insulin. This section-by-
section analysis describes the proposed
provisions in numerical order.

Section 391.41
for Drivers

Section 391.41 would be amended to
allow drivers treating diabetes mellitus
with insulin to operate commercial
motor vehicles in interstate commerce

Physical Qualifications

provided they meet the conditions
specified in the new § 391.46. Paragraph
(b)(3) would be revised to allow a
person to meet the physical
qualification standards to operate a
commercial motor vehicle either by (1)
having no medical history or diagnosis
of diabetes mellitus requiring insulin for
control or (2) meeting the requirements
in new §391.46.

Section 391.45 Persons Who Must Be
Medically Examined and Certified

Section 391.45 would be revised to
renumber the section for clarity.
Existing paragraph (b)(1) would become
new paragraph (b), requiring any driver
who has not been medically examined
and certified as qualified to operate a
CMV during the preceding 24 months,
unless the driver is required to be
examined and certified in accordance
with paragraphs (c), (d), (e) or (f) of this
section. Existing paragraph (b)(2) would
be divided into new paragraphs (c) and
(d). Existing paragraph (c) would
become new paragraph (f). New
paragraph (e) would require any driver
who has diabetes mellitus requiring
insulin for control and who has been
qualified for a MEC under the standards
in § 391.46 to be medically examined
and certified as qualified to drive at
least every 12 months.

Section 391.46 Physical Qualification
Standards for a Person With Insulin-
Treated Diabetes Mellitus

A new § 391.46 would be added
containing the requirements that a
person who has diabetes mellitus
currently requiring insulin for control
must meet to be physically qualified to
drive a CMV in accordance with specific
standards for such drivers.

Proposed paragraph (a) would require
that a person with diabetes mellitus
requiring insulin for control is
physically qualified to operate a CMV in
interstate commerce if he or she
otherwise meets the standards in
§391.41 and also meets the
requirements in paragraphs (b) and (c)
of proposed § 391.46.

Paragraph (b) would require the
person with diabetes mellitus currently
requiring insulin for control to have an
evaluation by his or her TC who would
determine that the driver had not
experienced a recent severe
hypoglycemic reaction and was
properly managing the disease. A
definition of TC would be added to the
provision. Paragraph (b) also would
require a person with diabetes mellitus
requiring insulin for control to be
medically examined and certified under
§391.43 by an ME. These examinations
would occur at least annually. The ME
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must obtain and review written
notification from the TC that the person
is properly managing the diabetes
mellitus. Paragraph (c) would require
that the medically certified driver with
ITDM maintain his or her blood glucose
records per the guidance of the TC for
the period of certification and submit
those records to the TC at the time of the
evaluation.

VIII. Rulemaking Analyses and Notices

A. Regulatory Planning and Review
(Executive Order (E.O.) 12866) and DOT
Regulatory Policies and Procedures

Under E.O. 12866, ‘“Regulatory
Planning and Review” (issued
September 30, 1993, published October
4 at 58 FR 51735, as supplemented by
E.O. 13563 and DOT policies and
procedures, FMCSA must determine
whether a regulatory action is
“significant” and therefore subject to
Office of Management and Budget
(OMB) review. E.O. 12866 defines
“significant regulatory action” as one
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 government 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.

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

FMCSA determined this proposed
rule is not a ““significant regulatory
action” under Executive Order 12866,
Regulatory Planning and Review, and
not significant under DOT regulatory
policies and procedures. The Agency
estimates that the economic impact of
this proposed rule will not exceed the
annual $100 million threshold for
economic significance.

This Regulatory Impact Analysis
(RIA) provides an assessment of the
costs and benefits of the Qualifications

of Drivers: Diabetes NPRM. FMCSA
proposes to allow the operation of
CMVs in interstate commerce by drivers
with well-controlled ITDM whose
physical condition allows them to
operate safely. Under current medical
qualifications requirements an insulin-
dependent driver does not meet the
qualifications of § 391.41(b)(3) to receive
a MEC to operate CMVs in interstate
commerce. However, FMCSA may grant
the driver with stable, well-controlled
ITDM an exemption to drive in
interstate commerce under the
procedures in 49 CFR part 381 and the
protocols in the 2003 Notice of Final
Disposition as updated in 2005.26

The proposed rule would change the
physical qualification standards to
allow the ME to qualify drivers with
stable, well-controlled ITDM to operate
CMVs in interstate commerce. FMCSA
has evaluated the costs and benefits of
the proposed rule using the current
exemption program as a baseline for
comparison. The proposed rule and the
exemption program differ on key
provisions that affect costs, which are
summarized below.

TABLE 2—COMPARISON OF CURRENT EXEMPTION PROGRAM AND PROPOSED RULE

Current exemption program

Proposed rule

Annual exam by ME

Renewable exemption granted by FMCSA for up to every 2 years ........ccccccerveneene
Annual exam by eye specialist for evidence of diabetic retinopathy ............cccoceeee
Annual evaluation by board-certified endocrinologist .............cccocveiiees

Submit quarterly reports from board-certified endocrinologist

Annual exam by ME.

No exemption needed.

No annual exam by eye specialist required in regulations.
Annual evaluation by TC.

No report required.

The majority of CMV drivers receive
MEG:s that are valid for two years. The
proposed rule would require drivers
with ITDM to obtain MECs at least
annually as currently required by the
exemption program. However these
drivers would no longer be required to
obtain an exemption from FMCSA. A
driver with stable, well-controlled ITDM
who meets the requirements of the
proposed rule could obtain a MEC and
continue to earn income operating
CMVs in interstate commerce without
the additional expense and delay of
applying for an exemption.

Not all drivers who seek to be
medically certified under the standards
described in this proposed rule would
be medically qualified to operate a
CMV, however estimating the number of
drivers who would join the driver
population is difficult. As a result the
Agency has performed a threshold
analysis using various percentages of
ITDM-medically qualified drivers to

26 68 FR 52441 and 70 FR 67777.

determine possible costs of the rule
annually in millions of dollars. Further
information on this analysis may be
found in the RIA in the docket.

In this analysis, we provide cost
estimates if the estimated rates of ITDM-
qualified driver populations are: 33.3%,
66.7%, and 100%. The Agency has no
estimate of the actual rate of ITDM-
qualified drivers certified under the
qualifications proposed here and feels
that 33.3%, 66.7%, and 100%
acceptance rates allow the reader to
understand the range of possible
impacts of the rule. This has no impact
on the rule’s cost per driver which will
be discussed shortly.

The proposed rule is less onerous for
both drivers with ITDM and for the
Agency. The Agency would change the
requirement from an annual evaluation
by a board-certified endocrinologist to
one with a TC because the treating
licensed healthcare professional is
capable of determining whether the

driver’s condition is well-controlled.
The revised requirement also would
eliminate quarterly reports from the
board-certified endocrinologist, the
sharing of information between the ME
on the National Registry and the TC
would ensure that only drivers who are
controlling their ITDM would receive a
1-year medical certificate. The Agency
would no longer review applications for
exemptions, further reducing
administrative costs for FMCSA. The
rule would eliminate an annual eye
exam, because a qualified ME on the
Agency’s National Registry could
determine whether the driver meets the
vision standard. For these reasons, the
per-driver cost would be significantly
lower under the proposed rule than
under the current exemption program.

The table below compares costs of the
current exemption program with
projected costs of the proposed rule. As
the Agency lacks sufficient data to
project the affected population changes
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in subsequent years, the analysis
projects this rule’s total annual costs to
remain constant in real terms during
each of the ten years from the initial
compliance date. A separate discussion
of the annualized costs at the 7%

discount rate for this rule is therefore
unnecessary, as the annualized costs are
identical to the corresponding
discounted annual costs. The Agency
seeks comments on the use and

absence of additional data on the
prevalence of ITDM-qualified drivers

and their likelihood of participating in

appropriateness of these ranges in the

TABLE 3—TOTAL ANNUAL COSTS

[In millions of $]

the proposal’s certification program.

'(3{889/5‘73{‘,3,',? Proposed rule Proposed rule

Current exemption ualifiied driv- (66.7% ITDM- (33.3% ITDM-
program e(rqs 27009 664 qualified drivers— | qualified drivers—

drivers)’ 139,846 drivers) 69,818 drivers)
Cost of Endocrinology Visits ($M) .....ccceveeverierienienieseeeneene $0.26 $0.00 $0.00 $0.00
Cost of Annual Exam of Eye Specialist (3mM) .......cccceeererrnennee 0.40 0.00 0.00 0.00
Cost of Issuing Annual Medical Certificates ($m) 0.13 16.35 10.91 5.45
Cost of Applying for Exemption ($m) ........c.ccc.c.... 0.03 0.00 0.00 0.00
Driver Time Costs of Medical Exams ($m) .......ccccoccevvveeennnnne. 0.0 7.55 5.03 2.51
Cost to Government ($M) .....cooeverereinieieee e 0.91 0.00 0.00 0.00
Total CoStS (BM) eeveeeieceere e e 1.79 23.90 15.94 7.96

On a per-driver basis, the annual cost
impact of this rule is consistent across
all ITDM-qualified drivers. These costs
include a driver’s cost of time related to
the DOT medical examination ($31 per
hour) and a driver’s expense for the out-
of-cycle DOT medical examination
($120). Combined, the out-of-pocket cost

per ITDM-qualified driver resulting
from this proposal is $151 (= $31 +
$120). If an ITDM-qualified driver
presently participates in the medical
exemption program, although he or she
will still incur the annual $151 cost of
this proposal, this driver will
experience a significant cost reduction

relative to the cost to participate in the
current exemption program, discussed
further in the RIA.

In addition to examining published
literature on the safety risk of drivers
with diabetes, the Agency has also
examined the safety performance of
drivers holding diabetes exemptions.

TABLE 4—DIABETES EXEMPTION ANALYSIS RESULTS

" . - Tow away
Fatal crashes Fatalities Injury crashes Injuries crashes Total crashes
Pre-Exemption Period ...........cccccenieneen. 16 24 108 171 193 317
Exemption-Period ........... 0 0 22 31 52 74
Post-Exemption Period .. 3 4 16 22 22 41
Total oo 19 28 146 224 267 432

Source: December 14, 2012 MCMIS snapshot.

The table above titled “Diabetes
Exemption Analysis Results”
summarizes the crash performance of
1,730 drivers in the Diabetes Exemption
Program. Crash statistics for the pre-
exemption career and (if any) post-
exemption career 28 of the drivers are
presented, but the primary periods of
interest are the months and years during
which a driver was granted an
exemption. As can be seen, as a whole,
drivers in the exemption program were
involved in 74 crashes, none of them
fatal.

This record of crash history can be
compared against the crash performance
of drivers as a whole. Because one can

27 “ITDM-qualified drivers’ are those the Agency
believes would qualify under this proposed rule to
receive medical certificates enabling them to
operate CMVs in interstate commerce were they to
undergo a DOT medical examination. The
derivation of the estimated number of ITDM-

examine MCMIS reported crashes only
for drivers in the exemption program,
the analysis of the safety performance of
drivers as a whole is restricted to
MCMIS reported crashes. The Agency
lacks data on vehicle miles traveled for
drivers in the exemption program,
however, and the best indication of
exposure is therefore years of driving.
The exemption program provides data
on when an exemption was granted,
renewed, rescinded, or terminated.
These data allow one to determine, for
each exemption holder, approximately
how many months and years each driver
operated a CMV while holding an
exemption. FMCSA was able to analyze

qualified drivers at the three participation rates
evaluated is shown in section 2.4.1 of the regulatory
evaluation.

28 Some drivers continued driving CMVs after
their exemption was rescinded or terminated. It is

data for 1,730 drivers involved in 74
crashes. Some drivers could not be
analyzed because of missing data. (They
had a termination date but no
acceptance date, they could not be
matched to a driver’s license record, or
some other data problem made it
impossible to calculate the number of
years they had been driving or to match
their exemption to a crash record.) The
1,730 drivers had an average of 3.293
years of driving experience in the
exemption program. On a per-driver,
per-year basis, the crash rate for drivers
with ITDM in the exemption program
was 0.013 (0.0130 = 74 crashes + 1,730
drivers + 3.293 years).

unlikely that these drivers stopped taking insulin.
Instead, it is most likely that these drivers ignored
the prohibition on driving while being treated with
insulin unless the driver holds an exemption.



25270

Federal Register/Vol. 80, No. 85/Monday, May 4, 2015 /Proposed Rules

Data indicate that the safety
performance for CMV drivers with
ITDM who hold exemptions is as good
as that of the general population of CMV
drivers. The table below shows crashes
reported to MCMIS for all FMCSA-

regulated CMV drivers from 2005 to
2011. Over this period, there was an
average of 134,191 crashes reported to
MCMIS each year. FMCSA estimates
that there are currently 3.5 million
active CMV drivers in FMCSA-regulated

operations. Consequently, the average
number of crashes per year per active
CMYV driver is about 0.038 (134,191 +
3,500,000).

TABLE 5—MCMIS CRASHES (ANY SEVERITY) INVOLVING LARGE TRUCKS, 2005-2012

2005

2006

2007 2008 2009

2010 2011 Average

Crashes 149,878

148,221

148,733 134,666 111,502

122,851 123,483 134,191

Source: December 2013, MCMIS snapshot.

The proposed rule would eliminate
the blanket prohibition against drivers
with ITDM so that the exemption
program would no longer represent the
sole means of physically qualifying to
operate CMVs. The Agency believes that
the benefits of the proposed rule to
ITDM individuals are significant. These
individuals may pursue interstate
driving careers after demonstrating to a
ME that their condition is well-
controlled and that their ability to
operate CMVs safely is not
compromised by their medical
condition. Although the annual costs
will be higher because of the increased
number of drivers with stable, well-
controlled ITDM who could be eligible
for medical certification under the new
rule, the Agency expects that drivers
with ITDM will benefit from greater
employment opportunities, and will
realize benefits to their health through
improved monitoring of their ITDM.

B. Regulatory Flexibility Act

The Regulatory Flexibility Act of 1980
(5 U.S.C. 601 et seq.) (RFA) requires
Federal agencies to consider the effects
of the regulatory action on small
business and other small entities and to
minimize any significant economic
impact. “Small entities”” consist of small
businesses and not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with a
population of less than 50,000.29

Accordingly, DOT policy requires an
analysis of the impact of all regulations
on small entities and mandates that
agencies strive to lessen any adverse
effects on these businesses. Under the
standards of the RFA, as amended by
the Small Business Regulatory
Enforcement Fairness Act of 1996 (Pub.
L. 104-121, 110 Stat. 857) (SBREFA),
the proposed rule does not impose a
significant economic impact on a

29 Regulatory Flexibility Act (5 U.S.C. 601 et seq.),
see National Archives at http://www.archives.gov/
federal-register/laws/regulaotry-flexibility/601.html.

substantial number of small entities
(SEISNOSE) because the medical
standards apply to individuals seeking
to operate a CMV in interstate
commerce; they are qualifications for an
occupation rather than for small
entities. Although there are individual
drivers who are self-employed,
qualifications for an occupation are not
considered a small business issue.

Consequently, I certify that the
proposed action will not have a
significant economic impact on a
substantial number of small entities.
FMCSA invites comment from members
of the public who believe there will be
a significant impact either on small
businesses or on governmental
jurisdictions with a population of less
than 50,000.

C. Assistance for Small Entities

Under section 213(a) of SBREFA,
FMCSA wants to assist small entities in
understanding this proposed rule so that
they can better evaluate its effects on
themselves and participate in the
rulemaking initiative. If the proposed
rule would affect your small business,
organization, or governmental
jurisdiction and you have questions
concerning its provisions or options for
compliance, please consult the FMCSA
point of contact, Ms. Linda Phillips,
using the contact information in the FOR
FURTHER INFORMATION CONTACT section of
this proposed rule.

D. Unfunded Mandates Reform Act of
1995

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, taken
together, or by the private sector of $151
million (which is the value in 2012 after
adjusting for inflation $100 million from
1995) or more in any 1 year. FMCSA’s
assessment is that this proposed rule
would not result in such an
expenditure.

E. National Environmental Policy Act
and Clean Air Act

FMCSA analyzed this proposed
rulemaking for the purpose of the
National Environmental Policy Act of
1969 (42 U.S.C. 4321 et seq.) and
determined under our environmental
procedures Order 5610.1, published
March 1, 2004, (69 FR 9680) that this
NPRM does not have any significant
impact on the environment. In addition,
the actions in this rulemaking are
categorically excluded from further
analysis and documentation per
paragraph 6(b) and 6(s)(7) of Appendix
2 of FMCSA’s Order 5610.1. A
Categorical Exclusion determination is
available for inspection or copying in
the www.regulations.gov Web site listed
under ADDRESSES.

FMCSA analyzed this proposed rule
under the Clean Air Act, as amended
(CAA), section 176(c) (42 U.S.C. 7401 et
seq.), and implementing regulations
promulgated by the Environmental
Protection Agency. The Agency has
determined that this proposed rule is
exempt from the CAA’s general
conformity requirement since the action
results in no increase in emissions.

F. Environmental Justice (E.O. 12898)

Under E.O. 12898, each Federal
agency must identify and address, as
appropriate, “‘disproportionately high
and adverse human health or
environmental effects of its programs,
policies, and activities on minority
populations and low-income
populations” in the United States, its
possessions, and territories. FMCSA
evaluated the environmental justice
effects of this proposed rule in
accordance with the E.O., and has
determined that no environmental
justice issue is associated with this
proposed rule, nor is there any
collective environmental impact that
would result from its promulgation.

G. Paperwork Reduction Act

Under the Paperwork Reduction Act
of 1995, a Federal agency must obtain
approval from the OMB for each
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collection of information it conducts,
sponsors, or requires through
regulations. 44 U.S.C. 3501-3520.
Current exemption program applicants
provide personal, employee health, and
driving information during the
application process. In the currently
drafted supporting statement for the
Information Collection Request (ICR),
“Medical Qualifications of Drivers”
(OMB control number 2126—-0006),
FMCSA attributes 2,219 annual burden
hours to the applications made by CMV
drivers to the current exemption
program, and this proposed rule would
eliminate this entire burden. However it
would add fewer burden hours for the
information collection of the TC who
prepares written notification for the ME
on the driver health, the completion of
the ME report and results, and the ME’s
submission of the exam data and
Medical Certificates to FMCSA. The
supporting statement for this ICR is on
display in the docket for your review
and comment.

H. Governmental Actions and
Interference With Constitutionally
Protected Property Rights (E.O. 12630)

E.O. 12630 requires Federal agencies
to consider the potential takings
implications of their proposed actions,
decisions, or regulations on
constitutionally protected property
rights, and document takings
implications in all significant
rulemaking documents that must be
submitted to the OMB. FMCSA has
determined that this proposed rule
would not effect a taking of private
property or otherwise have taking
implications under E.O. 12630.

L Civil Justice Reform (E.O. 12988)

This proposed rule meets applicable
standards in sections 3(a) (regarding the
general duty to review regulations) and
3(b)(2) (addressing important issues
affecting clarity and general
draftsmanship) of E.O. 12988, Civil
Justice Reform, to minimize litigation,
eliminate ambiguity, and reduce
burden.

J. Protection of Children (E.O. 13045)

E.O. 13045, “Protection of Children
from Environmental Health Risks and
Safety Risks,” requires that agencies
issuing economically significant rules,
which concern an environmental health
or safety risk that an Agency has reason
to believe may disproportionately affect
children, must include an evaluation of
the environmental health and safety
effects of the regulation on children. 62
FR 19885 (Apr. 23, 1997). Section 5 of
E.O. 13045 directs an agency to submit
for a covered regulatory action an

evaluation of its environmental health
or safety effects on children. The
FMCSA has determined that this
proposed rule is not a covered
regulatory action as defined under E.O.
13045, because this proposal would not
constitute an environmental health risk
or safety risk that would
disproportionately affect children.

K. Federalism (E.O. 13132)

Under E.O. 13132, arule has
implications for federalism if it has a
substantial direct effect on State or local
governments and would either preempt
State law or impose a substantial direct
cost of compliance on States or
localities. FMCSA has analyzed this
proposed rule under that E.O. and has
determined that it does not have
implications for federalism. Nothing in
this proposed rule would preempt State
law or regulation or impose substantial
direct compliance costs on these
governmental entities.

L. Intergovernmental Review (E.O.
12372)

The regulations implementing E.O.
12372 regarding intergovernmental
consultation on Federal programs and
activities do not apply to this program.

M. Consultation and Coordination With
Indian Tribal Governments (E.O. 13175)

FMCSA analyzed this proposed rule
in accordance with the principles and
criteria in E.O. 13175, Consultation and
Coordination with Indian Tribal
Governments. This rulemaking does not
significantly or uniquely affect Indian
tribal governments or impose
substantial direct compliance costs on
tribal governments. Thus, the funding
and consultation requirements of E.O.
13175 do not apply, and no tribal
summary impact statement is required.

N. Energy Supply, Distribution, or Use
(E.O. 13211)

FMCSA has analyzed this proposed
rule under E.O. 13211, “Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use.” This proposal is
not a significant energy action within
the meaning of section 4(b) of the E.O.
This proposal is not economically
significant and would not have a
significant adverse effect on the supply,
distribution, or use of energy.

O. Privacy Impact Analysis

Section 522 of title I of division H of
the Consolidated Appropriations Act,

2005, enacted December 8, 2004 (Pub. L.

108—447, 118 Stat. 2809, 3268, 5 U.S.C.
552a note), requires the Agency to
conduct a privacy impact assessment

(PIA) of a regulation that will affect the
privacy of individuals. In accordance
with this Act, a privacy impact analysis
is warranted to address any privacy
implications contemplated in the
proposed rulemaking. The Agency
submitted a Privacy Threshold
Assessment analyzing the privacy
implications to the Department of
Transportation, Office of the Secretary’s
Privacy Office to determine whether a
PIA is required. The DOT Chief Privacy
Officer has evaluated the risks and
effects that this rulemaking might have
on collecting, storing, and sharing
Personally Identifying Information and
has examined protections and
alternative information handling
processes in developing the proposal in
order to mitigate potential privacy risks.
The privacy risks and effects associated
with this proposed rule are not unique
and have previously been addressed by
the medical examination/certification
requirements in the National Registry of
Certified Medical Examiners (National
Registry) and the Medical Examiner’s
Certification Integration PIA published
on the DOT Privacy Web site and the
DOT/FMCSA 009—National Registry of
Certified Medical Examiners System of
Records Notice (SORN) (77 FR 24247)
published on April 23, 2012. An
additional PIA and SORN for this
rulemaking is not required.

P. National Technology Transfer and
Advancement Act (Technical
Standards)

The National Technology Transfer
and Advancement Act (15 U.S.C. 272
note) directs agencies to use voluntary
consensus standards in their regulatory
activities unless the agency provides
Congress, through OMB, with an
explanation of why using these
standards would be inconsistent with
applicable law or otherwise impractical.
Voluntary consensus standards (e.g.,
specifications of materials, performance,
design, or operation; test methods;
sampling procedures; and related
management systems practices) are
standards that are developed or adopted
by voluntary consensus standards
bodies. This proposed rule does not use
technical standards. Therefore, we did
not consider the use of voluntary
consensus standards.

Q. E-Government Act of 2002

The E-Government Act of 2002,
Public Law 107-347, sec. 208, 116 Stat.
2899, 2921 (Dec. 17, 2002), requires
Federal agencies to conduct a PIA for
new or substantially changed
technology that collects, maintains, or
disseminates information in an
identifiable form. FMCSA has
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determined that this proposed
rulemaking does not involve new or
substantially changed technology.

List of Subjects in 49 CFR Part 391

Alcohol abuse, Diabetes, Drug abuse,
Drug testing, Highway safety, Medical,
Motor carriers, Physical qualifications,
Reporting and recordkeeping
requirements, Safety, Transportation.

For the reasons set forth in the
preamble, FMCSA proposes to amend
49 CFR part 391 as follows:

PART 391—QUALIFICATIONS OF
DRIVERS AND LONGER
COMBINATION VEHICLE (LCV)
DRIVER INSTRUCTORS

m 1. The authority citation for part 391
continues to read as follows:

AuthOI‘ity: 49 U.S.C. 504, 508, 31133,
31136, and 31502; sec. 4007(b) of Pub. L.
102—-240, 105 Stat. 1914, 2152; sec. 114 of
Pub. L. 103-311, 108 Stat. 1673, 1677; sec.
215 of Pub. L. 106-159, 113 Stat. 1748, 1767;
sec. 32934 of Pub. L. 112-141, 126 Stat. 405,
830; and 49 CFR 1.87.

m 2. Revise §391.41(b)(3) to read as
follows:

§391.41 Physical qualifications for
drivers.
* * * * *

(b) * x %

(3) Has no established medical history
or clinical diagnosis of diabetes mellitus
currently requiring insulin for control,
unless the person meets the

requirements in § 391.46;
* * * * *

m 3. Revise § 391.45 to read as follows:

§391.45 Persons who must be medically
examined and certified.

Except as provided in § 391.67, the
following persons must be medically
examined and certified in accordance
with § 391.43 as physically qualified to
operate a commercial motor vehicle:

(a) Any person who has not been
medically examined and certified as
physically qualified to operate a
commercial motor vehicle;

(b) Any driver who has not been
medically examined and certified as
qualified to operate a commercial motor
vehicle during the preceding 24 months,
unless the driver is required to be
examined and certified in accordance
with paragraphs (c), (d), (e) or (f) of this
section;

(c) Any driver authorized to operate a
commercial motor vehicle only within
an exempt intra-city zone pursuant to
§391.62, if such driver has not been
medically examined and certified as
qualified to drive in such zone during
the preceding 12 months;

(d) Any driver authorized to operate
a commercial motor vehicle only by
operation of the exemption in § 391.64,
if such driver has not been medically
examined and certified as qualified to
drive during the preceding 12 months;

(e) Any driver who has diabetes
mellitus requiring insulin for control
and who qualifies for a medical
certificate under the standards in
§391.46, if such a person has not been
medically examined and certified as
qualified to drive during the preceding
12 months;

(f) Any driver whose ability to
perform his or her normal duties has
been impaired by a physical or mental
injury or disease.

m 4. Add new § 391.46 to read as
follows:

§391.46 Physical qualification standards
for a person with insulin-treated diabetes
mellitus.

(a) Diabetes mellitus requiring insulin.
A person with diabetes mellitus
requiring insulin for control is
physically qualified to operate a
commercial motor vehicle in interstate
commerce provided:

(1) The person otherwise meets the
physical qualification standards in
§391.41 or has the exemption or skill
performance evaluation certificate, if
required; and

(2) The person has the medical
evaluations required by paragraph (b) of
this section and meets the monitoring
requirements in paragraph (c) of this
section.

(b) Medical evaluations. A person
with diabetes mellitus requiring insulin
for control must have the following
medical examinations.

(1) Evaluation by the treating
clinician. Prior to the annual or more
frequent examination required by
§391.45, the person must be evaluated
by the treating clinician. For purposes of
this paragraph, ““treating clinician”
means a physician or health care
professional who manages and
prescribes insulin for the treatment of
individuals with diabetes mellitus. The
treating clinician must determine that
within the previous 12 months the
person has—

(i) Had no severe hypoglycemic
reaction resulting in a loss of
consciousness or seizure, or requiring
the assistance of another person, or
resulting in impaired cognitive function;
and

(ii) Properly managed his or her
diabetes.

(2) Medical examiner’s examination.
(i) At least annually, the person must be
medically examined and certified as
physically qualified in accordance with

§ 391.43 and free of complications that
might impair his or her ability to
operate a commercial motor vehicle.

(ii) The medical examiner must obtain
written notification from the person’s
treating clinician that the person’s
diabetes is being properly managed and
must evaluate whether the person is
physically qualified to operate a
commercial motor vehicle.

(c) Blood glucose records. During the
period of medical certification, the
driver with insulin-treated diabetes
mellitus must monitor and maintain
blood glucose records as determined by
the treating clinician and submit those
blood glucose records to the treating
clinician at the time of the evaluation
required in paragraph (b)(1) of this
section.

Issued under the authority of delegation in
49 CFR 1.87.

Dated: April 22, 2015.
T.F. Scott Darling, III,
Chief Counsel.
[FR Doc. 2015-09993 Filed 5-1-15; 8:45 am]
BILLING CODE 4910-EX—P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Parts 223 and 224
RIN 0648-XD680

Endangered and Threatened Wildlife;
90-Day Finding on a Petition to List the
Common Thresher Shark as
Threatened or Endangered Under the
Endangered Species Act

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Extension of public comment
period.

SUMMARY: We, NMFS, announce the
extension of the public comment period
on our March 03, 2015, 90-day finding
on a petition to list the Common
Thresher Shark (Alopias vulpinus) as
endangered or threatened under the
ESA, or, in the alternative, delineate six
distinct population segments (DPSs) of
the common thresher shark, as
described in the petition, and list them
as endangered or threatened. As part of
that finding, we solicited scientific and
commercial information about the status
of this species and announced a 60-day
comment period to end on May 04,
2015. Today, we extend the public
comment period by 60 days to July 6,
2015. Comments previously submitted
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need not be resubmitted, as they will be
fully considered in the agency’s 12-
month finding.

DATES: The deadline for receipt of
comments is extended from May 04,
2015, until July 6, 2015.

ADDRESSES: You may submit comments,
information, or data, identified by
“NOAA-NMFS-2015-0025"" by any one
of the following methods:

e Electronic Submissions: Submit all
electronic public comments via the
Federal eRulemaking Portal. Go to
www.regulations.gov/
#!docketDetail;D=NOAA-NMFS-2015-
0025. Click the “Comment Now”’ icon,
complete the required fields, and enter
or attach your comments.

e Mail or hand-delivery: Office of
Protected Resources, NMFS, 1315 East-
West Highway, Silver Spring, MD
20910.

Instructions: You must submit
comments by one of the above methods
to ensure that we receive, document,
and consider them. Comments sent by
any other method, to any other address
or individual, or received after the end
of the comment period, may not be
considered. All comments received are
a part of the public record and will
generally be posted for public viewing
on http://www.regulations.gov without
change. All personal identifying
information (e.g., name, address, etc.),
confidential business information, or
otherwise sensitive information

submitted voluntarily by the sender will
be publicly accessible. We will accept
anonymous comments (enter “N/A” in
the required fields if you wish to remain
anonymous). Attachments to electronic
comments will be accepted in Microsoft
Word, Excel, or Adobe PDF file formats
only

FOR FURTHER INFORMATION CONTACT:
Chelsey Young, NMFS, Office of
Protected Resources (OPR) (301) 427—
8491 or Marta Nammack, NMFS, OPR
(301) 427-8469.

SUPPLEMENTARY INFORMATION:

Background

On March 03, 2015, we published a
positive 90-day finding on a petition
from Friends of Animals requesting that
we list the common thresher shark
Alopias vulpinus as endangered or
threatened under the ESA, or, in the
alternative, delineate six distinct
population segments (DPSs) of the
common thresher shark, as described in
the petition, and list them as
endangered or threatened. In that notice
we also announced the initiation of a
status review and solicited information
from the public to help inform the status
review of the species and determine its
risk of extinction.

We received a request to extend the
public comment period by 60 days in
order to provide the public with
additional time to gather relevant
information and adequately comment

on the validity of the petitioned action
in a meaningful and constructive
manner. In addition, a technical error on
the Regulations.gov Web site prevented
the public from accessing materials in
the docket folder for the 90-day finding,
including existing public comments and
other substantive materials. We
considered the request and concluded
that a 60-day extension should allow
sufficient time for responders to submit
comments without significantly
delaying the completion of the status
review. We are therefore extending the
close of the public comment period
from May 04, 2015 to July 6, 2015.
Although we have extended the public
comment period, we are unable to
extend the deadline for completing the
status review. As such, we urge
members of the public to submit their
comments as soon as possible to allow
us more time to review and incorporate
the submitted information where
appropriate.

Authority

The authority for this action is the
Endangered Species Act of 1973, as
amended (16 U.S.C. 1531 et seq.).

Dated: April 29, 2015.

Perry F. Gayaldo,

Deputy Director, Office of Protected
Resources, National Marine Fisheries Service.

[FR Doc. 2015-10348 Filed 5-1-15; 8:45 am]|
BILLING CODE 3510-22-P
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This section of the FEDERAL REGISTER
contains documents other than rules or
proposed rules that are applicable to the
public. Notices of hearings and investigations,
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examples of documents appearing in this
section.

DEPARTMENT OF AGRICULTURE

Submission for OMB Review;
Comment Request

April 28, 2015.

The Department of Agriculture has
submitted the following information
collection requirement(s) to OMB for
review and clearance under the
Paperwork Reduction Act of 1995,
Public Law 104-13. Comments
regarding (a) whether the collection of
information is necessary for the proper
performance of the functions of the
agency, including whether the
information will have practical utility;
(b) the accuracy of the agency’s estimate
of burden including the validity of the
methodology and assumptions used; (c)
ways to enhance the quality, utility and
clarity of the information to be
collected; (d) ways to minimize the
burden of the collection of information
on those who are to respond, including
through the use of appropriate
automated, electronic, mechanical, or
other technological collection
techniques or other forms of information
technology.

Comments regarding this information
collection received by June 3, 2015 will
be considered. Written comments
should be addressed to: Desk Officer for
Agriculture, Office of Information and
Regulatory Affairs, Office of
Management and Budget (OMB), New
Executive Office Building, 725 17th
Street, NW., Washington, DC 20502.
Commenters are encouraged to submit
their comments to OMB via email to:
OIRA_Submission@OMB.EOP.GOV or
fax (202) 395-5806 and to Departmental
Clearance Office, USDA, OCIO, Mail
Stop 7602, Washington, DC 20250—
7602. Copies of the submission(s) may
be obtained by calling (202) 720-8958.

An agency may not conduct or
sponsor a collection of information
unless the collection of information
displays a currently valid OMB control
number and the agency informs

potential persons who are to respond to
the collection of information that such
persons are not required to respond to
the collection of information unless it
displays a currently valid OMB control
number.

Farm Service Agency

Title: Assignments of Payments and
Joint Payment Authorizations.

OMB Control Number: 0560-0183.

Summary of Collection: The Soil
Conservation and Domestic Allotment
Act (16 U.S.C. 590h (g)) authorizes
producers to assign, in writing, Farm
Service Agency (FSA) conservation
program payments. The statute requires
that any such assignment be signed and
witnessed. The Agricultural Act of 1949,
as amended, extends that authority to
Commodity Credit Corporation (CCC)
programs, including rice, feed grains,
cotton, and wheat. When the recipient
of a FSA or CCC payment chooses to
assign a payment to another party or
have the payment made jointly with
another party, the other party must be
identified. FSA will collect information
using forms CCC-36, CCC 37, CCC-251,
and CCG-252.

Need and Use of the Information: The
information collected on the forms will
be used by FSA employee in order to
record the payment or contract being
assigned, the amount of the assignment,
the date, and the name and address of
the assignee and the assignor. This is to
enable FSA employee to pay the proper
party when payments become due. FSA
will also use the information to issue
program payments jointly at the request
of the producer and also terminate joint
payments at the request of both the
producer and joint payee.

Description of Respondent:
Individuals or households.

Number of Respondents: 66,110.

Frequency of Responses: Reporting;
On occasion.

Total Burden Hours: 11,002.

Farm Service Agency

Title: 7 CFR 766, Direct Loan
Servicing—Special.

OMB Control Number: 0560-0233.

Summary of Collection: Authority to
establish the regulatory requirements
contained in 7 CFR 766 is provided
under 5 U.S.C. 301 which provides that
“The head of an Executive department
or military department may prescribe
regulations for the government of his
department, the distribution and

performance of its business . . .” The
Secretary delegated authority to
administer the provisions of the Act
applicable to the Farm Loan Program
(FLP) to the Under Secretary for Farm
and Foreign Agricultural Service in
section 2.16 of 7 CFR part 2. FLP
provides loans to family farmers to
purchase real estate equipment and
finance agricultural production. The
regulations covered by this information
collection package describes the policies
and procedures for the Farm Service
Agency’s (FSA) servicing of financially
distressed or delinquent direct loan
borrowers in accordance with the
provisions of the Consolidated Farm
and Rural Development Act (Act) (Pub.
L. 87-128), as amended. FSA’s loan
servicing options include disaster set-
aside, primary loan servicing (including
reamortization, rescheduling, deferral,
write down and conservation contracts),
buyout at market value, and homestead
protection.

Need and Use of the Information:
Information collections are submitted by
FLP direct loan borrowers to the local
FSA office serving the country in which
their business is headquartered. The
information is necessary to provide
supervised credit and authorized
servicing actions to financially
distressed and