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Presidential Documents

Title 3—

The President

[FR Doc. 2015-29569
Filed 11-17-15; 8:45 am]
Billing code 5000-04-P

Presidential Determination No. 2016-02 of November 13, 2015

Distribution of Department of Defense Funded Humanitarian
Assistance in Syria

Memorandum for the Secretary of Defense

By the authority vested in me as President by the Constitution and the
laws of the United States, including section 2249a(b)(1)(B) of title 10, United
States Code, I hereby:

Determine that section 2249a(a) of title 10, United States Code, would impede
the distribution of urgently needed humanitarian assistance in Syria to allevi-
ate the current refugee crisis, as well as other United States Government
objectives in the Middle East for stability and humanitarian relief; and

Waive the prohibition in section 2249a(a) of title 10, United States Code,
for humanitarian reasons and to the extent necessary to allow the Department
of Defense to carry out the purposes of section 2561 of title 10, United
States Code, for the distribution of humanitarian assistance into Syria.

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

THE WHITE HOUSE,
Washington, November 13, 2015
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contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER issue of each week.

NUCLEAR REGULATORY
COMMISSION

10 CFR Part 72
[NRC-2015-0186]
RIN 3150-AJ65

List of Approved Spent Fuel Storage
Casks: NAC International, Inc.,
MAGNASTOR® Cask System;
Certificate of Compliance No. 1031,
Amendment Nos. 0-3, Revision 1

AGENCY: Nuclear Regulatory
Commission.

ACTION: Direct final rule.

SUMMARY: The U.S. Nuclear Regulatory
Commission (NRC) is amending its
spent fuel storage regulations by
revising the NAC International, Inc.
(NAC), MAGNASTOR® Cask System
listing within the “List of approved
spent fuel storage casks” to include
Revision 1 to Amendment Nos. 0 (the
initial Certificate), 1, 2, and 3 to
Certificate of Compliance (CoC) No.
1031. Revision 1 to Amendment Nos. 0—
3 to CoC No. 1031 makes changes to the
Technical Specifications (TSs),
including correcting a typographical
error in two actual boron loadings in TS
4.1.1(a), and revising the decay times in
Tables B2—4 (for Amendment Nos. 0 and
1) and B2-5 (for Amendment Nos. 2 and
3) in Appendix B of the TSs for
minimum additional decay time
required for spent fuel assemblies that
contain nonfuel hardware.

DATES: The direct final rule is effective
February 1, 2016, unless significant
adverse comments are received by
December 18, 2015. If the direct final
rule is withdrawn as a result of such
comments, timely notice of the
withdrawal will be published in the
Federal Register. Comments received
after this date will be considered if it is
practical to do so, but the NRC is able
to ensure consideration only for

comments received on or before this
date. Comments received on this direct
final rule will also be considered to be
comments on a companion proposed
rule published in the Proposed Rules
section of this issue of the Federal
Register.

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):

o Federal Rulemaking Web site: Go to
http://www.regulations.gov and search
for Docket ID NRC-2015-0186. 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.

¢ 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:
Solomon Sahle, Office of Nuclear
Material Safety and Safeguards, U.S.
Nuclear Regulatory Commission,

Washington, DC 20555—-0001, telephone:

301-415-3781; email: Solomon.Sahle@
nre.gov.

SUPPLEMENTARY INFORMATION:
Table of Contents

I. Obtaining Information and Submitting
Comments

II. Procedural Background

III. Background

IV. Discussion of Changes

V. Voluntary Consensus Standards

VI. Agreement State Compatibility

VII. Plain Writing

VIIL Environmental Assessment and Finding
of No Significant Environmental Impact

IX. Paperwork Reduction Act Statement

X. Regulatory Flexibility Certification

XI. Regulatory Analysis

XII. Backfitting and Issue Finality

XIII. Congressional Review Act

XIV. Availability of Documents

I. Obtaining Information and
Submitting Comments

A. Obtaining Information

Please refer to Docket ID NRC-2015—
0186 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-2015—-0186.

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. For the
convenience of the reader, instructions
about obtaining materials referenced in
this document are provided in the
“Availability of Documents” section.

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-2015—
0186 in your comment submission.

The NRC cautions you not to include
identifying or contact information 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


http://www.nrc.gov/reading-rm/adams.html
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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 into ADAMS.

II. Procedural Background

This rule is limited to the changes
contained in Revision 1 to Amendment
Nos. 0-3 to CoC No. 1031 and does not
include other aspects of the
MAGNASTOR® Cask System design.
The NRC is using the “direct final rule”
procedure to issue this amendment
because it represents a limited and
routine change to an existing CoC that
is expected to be noncontroversial.
Adequate protection of public health
and safety continues to be ensured. The
amendment to the rule will become
effective on February 1, 2016. However,
if the NRC receives significant adverse
comments on this direct final rule by
December 18, 2015, the NRC will
publish a document that withdraws this
action, and will subsequently address
the comments received in a final rule as
a response to the companion proposed
rule published in the Proposed Rule
section of this issue of the Federal
Register. Absent significant
modifications to the proposed revisions
requiring republication, the NRC will
not initiate a second comment period on
this action.

A significant adverse comment is a
comment where the commenter
explains why the rule would be
inappropriate, including challenges to
the rule’s underlying premise or
approach, or would be ineffective or
unacceptable without a change. A
comment is adverse and significant if:

(1) The comment opposes the rule and
provides a reason sufficient to require a
substantive response in a notice-and-
comment process. For example, a
substantive response is required when:

(a) The comment causes the NRC staff
to reevaluate (or reconsider) its position
or conduct additional analysis;

(b) The comment raises an issue
serious enough to warrant a substantive
response to clarify or complete the
record; or

(c) The comment raises a relevant
issue that was not previously addressed
or considered by the NRC staff.

(2) The comment proposes a change
or an addition to the rule, and it is
apparent that the rule would be
ineffective or unacceptable without
incorporation of the change or addition.

(3) The comment causes the NRC staff
to make a change (other than editorial)
to the rule, CoC, or TSs.

For detailed instructions on
submitting comments, please see the
ADDRESSES section of this document.

III. Background

Section 218(a) of the Nuclear Waste
Policy Act (NWPA) of 1982, as
amended, requires that “‘the Secretary
[of the U.S. Department of Energy] shall
establish a demonstration program, in
cooperation with the private sector, for
the dry storage of spent nuclear fuel at
civilian nuclear power reactor sites,
with the objective of establishing one or
more technologies that the [U.S. Nuclear
Regulatory] Commission may, by rule,
approve for use at the sites of civilian
nuclear power reactors without, to the
maximum extent practicable, the need
for additional site-specific approvals by
the Commission.” Section 133 of the
NWPA states, in part, that “[the
Commission] shall, by rule, establish
procedures for the licensing of any
technology approved by the
Commission under Section 219(a) [sic:
218(a)] for use at the site of any civilian
nuclear power reactor.”

To implement this mandate, the
Commission approved dry storage of
spent nuclear fuel in NRC-approved
casks under a general license by
publishing a final rule which added a
new subpart K in part 72 of title 10 of
the Code of Federal Regulations (10
CFR) entitled ‘“General License for
Storage of Spent Fuel at Power Reactor
Sites” (55 FR 29181; July 18, 1990). This
rule also established a new subpart L
within 10 CFR part 72 entitled,
“Approval of Spent Fuel Storage
Casks,” which contains procedures and
criteria for obtaining NRC approval of
spent fuel storage cask designs.

The NRC issued a final rule on
November 21, 2008 (73 FR 70587), that
approved the NAC MAGNASTOR® Cask
System design to add Amendment No.
0 to the list of NRC-approved cask
designs in 10 CFR 72.214 as CoC
No.1031. Subsequently on June 15, 2010
(75 FR 33678), the NRC issued a final
rule adding Amendment No. 1 to CoC
No. 1031 to the list of NRC-approved
cask designs in 10 CFR 72.214. Similar
final rules were issued on November 14,
2011 (76 FR 70331), and June 25, 2013
(78 FR 37927), to add Amendment Nos.
2 and 3 to CoC No. 1031, respectively,
to the list of NRC-approved cask designs
in 10 CFR 72.214.

By letter dated June 5, 2014 (ADAMS
Accession No. ML14160A856), NAC
submitted a technical deficiency report
for the calculation error associated with
the additional cooling time required for

fuel assemblies that contain nonfuel
hardware—one issue sought to be
addressed by this revision. In its letter,
NAC stated that Duke Energy Carolinas,
LLC (Duke Energy), hold the only two
general licenses (Catawba Nuclear
Station and McGuire Nuclear Station)
that are loading and storing casks using
Amendment No. 2 to CoC No. 1031; and
that ZionSolutions is the only general
licensee currently loading and storing
casks using Amendment No. 3 to CoC
No. 1031. According to NAC, no casks
manufactured under CoC No. 1031,
Amendment Nos. 0 and 1, have been
purchased by a general licensee.
Subsequently, NAC contacted the
licensees loading and storing casks
Amendment Nos. 2 and 3 to CoC No.
1031 to notify them of the errors and to
determine whether any loaded casks did
not meet or planned loading would not
meet the correct additional cool times.

In its revision request dated January
14, 2015, NAC provided letters from
both Duke Energy and ZionSolutions
discussing the actions Duke Energy and
ZionSolutions took after being notified
of the errors. Duke Energy established
administrative controls to ensure that all
loaded storage casks will meet the
proposed cooling time limits in Table
B2-5, which are more conservative than
the additional cooling time limits in
Table B2-5 of the TSs for Amendment
No. 2. Duke Energy evaluated the five
already-loaded storage systems to
ensure compliance with NAC’s
proposed Table B2—5 (correct additional
cooling times for spent fuel assemblies
that contain control components). Duke
Energy determined that all five already-
loaded systems meet NAC’s proposed
Table B2-5. Additionally, Duke Energy
stated that the five storage casks loaded
since Duke Energy implemented
administrative controls to ensure
compliance with NAC’s proposed Table
B2-5 also meet both the TSs and NAC’s
proposed Table B2—5. Duke Energy
documented these results within the
Duke Energy corrective action program.

ZionSolutions initiated a condition
report to review the loading records of
the 20 already-loaded storage systems
and those storage systems that
ZionSolutions planned to continue
loading using this amendment.
ZionSolutions also established
administrative controls to ensure that all
loaded storage casks will meet the
proposed cooling time limits in NAC’s
proposed Table B2—5, which are more
conservative than the additional cooling
time limits in Table B2-5 of the TSs for
Amendment No. 3.
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IV. Discussion of Changes

By application dated June 20, 2014
(ADAMS Accession No. ML14174B095),
as supplemented January 14, 2015
(ADAMS Accession No. ML15016A047),
NAC submitted an application for
revision to Amendment Nos. 0 (the
initial certificate), 1, 2, and 3 to CoC No.
1031, MAGNASTOR® Cask System.
Revision 1 to Amendment Nos. 0-3 to
CoC No. 1031 makes changes to the TSs,
including correcting a typographical
error in two actual boron loadings in TS
4.1.1(a), and revising the decay times in
Tables B2—4 (for Amendment Nos. 0 and
1) and B2-5 (for Amendment Nos. 2 and
3) in Appendix B of the TSs for
minimum additional decay time
required for spent fuel assemblies that
contain nonfuel hardware.

As documented in the Safety
Evaluation Reports (SERs) (ADAMS
Accession Nos. ML15180A092,
ML15180A141, ML.15180A220, and
ML15180A281), for Revision 1 to
Amendment Nos. 0-3 to CoC No. 1031,
the NRC staff performed detailed safety
evaluations of the proposed CoC
revision request. There are no
significant changes to cask design
requirements in the proposed CoC
revision. Considering the specific design
requirements for each accident
condition, the design of the cask would
prevent loss of containment, shielding,
and criticality control. If there is no loss
of containment, shielding, or criticality
control, the environmental impacts
would be insignificant. This amendment
does not reflect a significant change in
design or fabrication of the cask. In
addition, any resulting occupational
exposure or offsite dose rates from the
implementation of Revision 1 to
Amendment Nos. 0-3 to CoC No. 1031
would remain well within the 10 CFR
part 20 limits. Therefore, the proposed
CoC changes will not result in any
radiological or non-radiological
environmental impacts that significantly
differ from the environmental impacts
evaluated in the environmental
assessment supporting the July 18, 1990,
final rule. There will be no significant
change in the types or significant
revisions in the amounts of any effluent
released, no significant increase in the
individual or cumulative radiation
exposure, and no significant increase in
the potential for or consequences from
radiological accidents.

This direct final rule revises the
MAGNASTOR® Cask System listing in
10 CFR 72.214 by adding Revision 1 to
Amendment Nos. 0-3 to CoC No. 1031.
The amendment consists of the changes
previously described, as set forth in the

revised CoC and TSs. The revised TSs
are identified in the SER.

The revised MAGNASTOR® cask
design, when used under the conditions
specified in the CoC, the TS, and the
NRC’s regulations, will meet the
requirements of 10 CFR part 72;
therefore, adequate protection of public
health and safety will continue to be
ensured. When this direct final rule
becomes effective, persons who hold a
general license under 10 CFR 72.210
may load spent nuclear fuel into
MAGNASTOR® Cask Systems that meet
the criteria of Revision 1 to Amendment
Nos. 0-3 to CoC No. 1031 under 10 CFR
72.212.

V. Voluntary Consensus Standards

The National Technology Transfer
and Advancement Act of 1995 (Pub. L.
104—113) requires that Federal agencies
use technical standards that are
developed or adopted by voluntary
consensus standards bodies unless the
use of such a standard is inconsistent
with applicable law or otherwise
impractical. In this direct final rule, the
NRC will revise the MAGNASTOR®
Cask System design listed in 10 CFR
72.214, “List of approved spent fuel
storage casks.” This action does not
constitute the establishment of a
standard that contains generally
applicable requirements.

VI. Agreement State Compatibility

Under the “Policy Statement on
Adequacy and Compatibility of
Agreement State Programs” approved by
the Commission on June 30, 1997, and
published in the Federal Register on
September 3, 1997 (62 FR 46517), this
direct final rule is classified as
Compatibility Category “NRC.”
Compatibility is not required for
Category “NRC” regulations. The NRC
program elements in this category are
those that relate directly to areas of
regulation reserved to the NRC by the
Atomic Energy Act of 1954, as amended,
or the provisions of 10 CFR. Although
an Agreement State may not adopt
program elements reserved to the NRC,
it may wish to inform its licensees of
certain requirements via a mechanism
that is consistent with the particular
State’s administrative procedure laws,
but does not confer regulatory authority
on the State.

VII. Plain Writing

The Plain Writing Act of 2010 (Pub.
L. 111-274) requires Federal agencies to
write documents in a clear, concise,
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).

VIII. Environmental Assessment and
Finding of No Significant
Environmental Impact

A. The Action

The action is to amend 10 CFR 72.214
to revise the MAGNASTOR® Cask
System listing within the “List of
approved spent fuel storage casks” to
include Revision 1 to Amendment Nos.
0-3 to CoC No. 1031. Under the
National Environmental Policy Act of
1969, as amended, and the NRC’s
regulations in subpart A of 10 CFR part
51, “Environmental Protection
Regulations for Domestic Licensing and
Related Regulatory Functions,” the NRC
has determined that this rule, if
adopted, would not be a major Federal
action significantly affecting the quality
of the human environment and,
therefore, an environmental impact
statement is not required. The NRC has
made a finding of no significant impact
on the basis of this environmental
assessment.

B. The Need for the Action

This direct final rule amends the CoC
for the MAGNASTOR® Cask System
design within the list of approved spent
fuel storage casks that power reactor
licensees can use to store spent fuel at
reactor sites under a general license.
Specifically, Revision 1 to Amendment
Nos. 0-3 to CoC No. 1031, corrects a
typographical error in two actual boron
loadings in TS 4.1.1(a), and revises the
decay times in Tables B2—4 (for
Amendment Nos. 0 and 1) and B2-5 (for
Amendment Nos. 2 and 3) in Appendix
B of the TSs for minimum additional
decay time required for spent fuel
assemblies that contain nonfuel
hardware.

C. Environmental Impacts of the Action

On July 18, 1990 (55 FR 29181), the
NRC issued an amendment to 10 CFR
part 72 to provide for the storage of
spent fuel under a general license in
cask designs approved by the NRC. The
potential environmental impact of using
NRC-approved storage casks was
initially analyzed in the environmental
assessment for the 1990 final rule. The
environmental assessment for this
amendment tiers off of the
environmental assessment for the July
18, 1990, final rule. Tiering on past
environmental assessments is a standard
process under the National
Environmental Policy Act.

The NAC MAGNASTOR® Cask
System is designed to mitigate the
effects of design basis accidents that
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could occur during storage. Design basis
accidents account for human-induced
events and the most severe natural
phenomena reported for the site and
surrounding area. Postulated accidents
analyzed for an Independent Spent Fuel
Storage Installation (ISFSI), the type of
facility at which a holder of a power
reactor operating license would store
spent fuel in casks in accordance with
10 CFR part 72, include tornado winds
and tornado-generated missiles, a design
basis earthquake, a design basis flood,
an accidental cask drop, lightning
effects, fire, explosions, and other
incidents.

Considering the specific design
requirements for each accident
condition, the design of the cask would
prevent loss of containment, shielding,
and criticality control. If there is no loss
of confinement, shielding, or criticality
control, the environmental impacts
would be insignificant. This amendment
does not reflect a significant change in
design or fabrication of the cask. There
are no significant changes to cask design
requirements in the proposed CoC
amendment. In addition, because there
are no significant design or process
changes, any resulting occupational
exposure or offsite dose rates from the
implementation of Revision 1 to
Amendments Nos. 0-3 to CoC No. 1031
would remain well within the 10 CFR
part 20 limits. Therefore, the proposed
CoC revision will not result in any
radiological or non-radiological
environmental impacts that significantly
differ from the environmental impacts
evaluated in the environmental
assessment supporting the July 18, 1990,
final rule. There will be no significant
change in the types or significant
revisions in the amounts of any effluent
released, no significant increase in the
individual or cumulative radiation
exposure, and no significant increase in
the potential for or consequences from
radiological accidents. The NRC staff
documented its safety findings in the
SERs for these revisions.

D. Alternative to the Action

The alternative to this action is to
deny approval of Revision 1 to
Amendment Nos. 0-3 to CoC No. 1031
and end the direct final rule.
Consequently, any 10 CFR part 72
general licensee that seeks to load spent
nuclear fuel into MAGNASTOR® Cask
Systems in accordance with the changes
described in proposed Revision 1 to
Amendment Nos. 0-3 to CoC No. 1031
would have to request an exemption
from the requirements of 10 CFR 72.212
and 72.214. Under this alternative,
interested licensees would have to
prepare, and the NRC would have to

review, a separate exemption request,
thereby increasing the administrative
burden upon the NRC and the costs to
each licensee. Therefore, the
environmental impacts would be the
same or less than the action.

E. Alternative Use of Resources

Approval of Revision 1 to
Amendment Nos. 0—3 to CoC No. 1031
would result in no irreversible
commitments of resources.

F. Agencies and Persons Contacted

No agencies or persons outside the
NRC were contacted in connection with
the preparation of this environmental
assessment.

G. Finding of No Significant Impact

The environmental impacts of the
action have been reviewed under the
requirements in 10 CFR part 51. Based
on the foregoing environmental
assessment, the NRC concludes that this
direct final rule entitled, ‘“‘List of
Approved Spent Fuel Storage Casks:
NAC International, Inc., MAGNASTOR®
Cask System; Certificate of Compliance
No. 1031, Amendment Nos. 0-3,
Revision 1,” will not have a significant
effect on the human environment.
Therefore, the NRC has determined that
an environmental impact statement is
not necessary for this direct final rule.

IX. Paperwork Reduction Act
Statement

This direct final rule does not contain
any information collection requirements
and, therefore, is not subject to the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501 et seq.).

Public Protection Notification

The NRC may not conduct or sponsor,
and a person is not required to respond
to a request for information or an
information collection requirement
unless the requesting document
displays a currently valid Office of
Management and Budget control
number.

X. Regulatory Flexibility Certification

Under the Regulatory Flexibility Act
of 1980 (5 U.S.C. 605(b)), the NRC
certifies that this rule will not, if issued,
have a significant economic impact on
a substantial number of small entities.
This direct final rule affects only
nuclear power plant licensees and NAC.
These entities do not fall within the
scope of the definition of small entities
set forth in the Regulatory Flexibility
Act or the size standards established by
the NRC (10 CFR 2.810).

XI. Regulatory Analysis

On July 18, 1990 (55 FR 29181), the
NRC issued an amendment to 10 CFR
part 72 to provide for the storage of
spent nuclear fuel under a general
license in cask designs approved by the
NRC. Any nuclear power reactor
licensee can use NRC-approved cask
designs to store spent nuclear fuel if it
notifies the NRC in advance, the spent
fuel is stored under the conditions
specified in the cask’s CoC, and the
conditions of the general license are
met. A list of NRC-approved cask
designs is contained in 10 CFR 72.214.
The NRC issued a final rule on
November 21, 2008 (73 FR 70587), that
approved the NAC MAGNASTOR® Cask
System design to add Amendment No.
0 to the list of NRC-approved cask
designs in 10 CFR 72.214 as CoC No.
1031. Subsequently on June 15, 2010 (75
FR 33678), the NRC issued a final rule
adding Amendment No. 1 to CoC No.
1031 to the list of NRC-approved cask
designs in 10 CFR 72.214. Similar final
rules were issued on November 14, 2011
(76FR 70331), and June 25, 2013 (78 FR
37927), to add Amendment Nos. 2 and
3 to CoC No. 1031, respectively, to the
list of NRC-approved cask designs in 10
CFR 72.214.

On June 20, 2014, as supplemented
January 14, 2015, NAC submitted an
application to revise the
MAGNASTOR® Cask Systems as
described in Section IV, ‘“Discussion of
Changes,” of this document.

The alternative to this action is to
withhold approval of Revision 1 to
Amendment Nos. 0-3 to CoC No. 1031
and to require any 10 CFR part 72
general licensee seeking to load spent
nuclear fuel into the MAGNASTOR®
Cask System under the changes
described in Revision 1 to Amendment
Nos. 0-3 to CoC No. 1031 to request an
exemption from the requirements of 10
CFR 72.212 and 72.214. Under this
alternative, each interested 10 CFR part
72 licensee would have to prepare, and
the NRC would have to review, a
separate exemption request, thereby
increasing the administrative burden
upon the NRC and the costs to each
licensee.

Approval of this direct final rule is
consistent with previous NRC actions.
Further, as documented in the SERs and
the environmental assessment, the
direct final rule will have no adverse
effect on public health and safety or the
environment. This direct final rule has
no significant identifiable impact or
benefit on other Government agencies.
Based on this regulatory analysis, the
NRC concludes that the requirements of
the direct final rule are commensurate
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with the NRC’s responsibilities for
public health and safety and the
common defense and security. No other
available alternative is believed to be as
satisfactory, and therefore, this action is
recommended.

XII. Backfitting and Issue Finality

The NRC has determined that the
backfit rule (10 CFR 72.62) does not
apply to this direct final rule. Therefore,
a backfit analysis is not required. This
direct final rule revises Amendment
Nos. 0-3 for CoC No. 1031 for the
MAGNASTOR® Cask System, as
currently listed in 10 CFR 72.214, “List
of approved spent fuel storage casks.”
Revision 1 to Amendment Nos. 0-3 to
CoC No. 1031 corrects a typographical
error in two actual boron loadings in TS
4.1.1(a), and revises the decay times in
Tables B2—4 (for Amendment Nos. 0 and
1) and B2-5 (for Amendment Nos. 2 and
3) in Appendix B of the TSs for
minimum additional decay time
required for spent fuel assemblies that
contain nonfuel hardware.

Although NAC has manufactured
casks under existing CoC No. 1031,
Amendment Nos. 0-3, that are being
revised by this final rule, NAG, as the
vendor, is not subject to backfitting
protection under 10 CFR 72.62.
Moreover, NAC requested these changes
and has requested to apply it to the
existing casks manufactured under
Amendment Nos. 0-3. Therefore, even if
the vendor were deemed to be an entity
protected from backfitting, this request
represents a voluntary change and is not
backfitting for the vendor.

Under 10 CFR 72.62, general licensees
are entities that are protected from
backfitting. However, according to NAC,
no general licensees have purchased the
systems under CoC No. 1031,
Amendment Nos. 0 and 1, which are, in
part, the subject of this revision.

Therefore, the changes in CoC No. 1031,
Amendment Nos. 0 and 1, which are
approved in this direct final rule do not
fall within the definition of backfitting
under 10 CFR 72.62 or 10 CFR
50.109(a)(1), or otherwise represent an
inconsistency with the issue finality
provisions applicable to combined
licenses in 10 CFR part 52 for general
licensees.

According to NAC, casks under CoC
No. 1031, Amendment Nos. 2 and 3,
have been provided to two general
licensees (Duke Energy Carolinas, LLC,
loaded under CoC No. 1031,
Amendment No. 2; and ZionSolutions
loaded under CoC No. 1031,
Amendment No. 3). General licensees
are required, pursuant to 10 CFR 72.212,
to ensure that each cask conforms to the
terms, conditions, and specifications of
a CoG, and that each cask can be safely
used at the specific site in question.
Because the casks delivered under CoC
No. 1031, Amendment Nos. 2 and 3,
now must be evaluated under 10 CFR
72.212 consistent with Revision 1 to
Amendment Nos. 2 and 3 to CoC No.
1031, this change in the evaluation
method and criteria constitutes a change
in a procedure required to operate an
ISFSI and, therefore, would constitute
backfitting under 10 CFR 72.62(a)(2).

However, in this instance, NAC has
provided documentation from the
general licensees voluntarily indicating
their lack of objection to Revision 1 to,
Amendment Nos. 2 and 3 to CoC No.
1031. Specifically, in this instance, both
licensees indicated their intention to
upgrade their existing CoC No. 1031,
Amendment Nos. 2 and 3, storage fleet
to Amendment Nos. 4 or 5 of CoC No.
1031. These later amendments to CoC
No. 1031 are consistent with the
corrections being made in this revision.
Therefore, although the general
licensees are entities protected from

backfitting, this request represents a
voluntary change and is not backfitting.
In order to provide general licensees
adequate time to implement the revised
CoC in the event that they have not
upgraded to Amendment Nos. 4 or 5 by
the time these revisions become
effective, the revised CoC also
incorporates a condition that provides
general licensees 180 days from the
effective date of Revision 1, for each
revised certificate, to implement the
changes authorized by this revision and
to perform the required evaluation.

In addition, the changes in Revision 1
to CoC No. 1031, Amendment Nos. 0—
3to CoC No. 1031, do not apply to casks
which were manufactured to other
amendments of CoC No. 1031, and,
therefore, have no effect on current
ISFSI licensees using casks which were
manufactured to other amendments of
CoC No. 1031. For these reasons, NRC
approval of Revision 1 to, Amendment
Nos. 0-3 to CoC No. 1031, does not
constitute backfitting for users of the
MAGNASTOR® Cask System which
were manufactured to other
amendments of CoC No. 1031, under 10
CFR 72.62, 10 CFR 50.109(a)(1), or the
issue finality provisions applicable to
combined licenses in 10 CFR part 52.

Accordingly, no backfit analysis or
additional documentation addressing
the issue finality criteria in 10 CFR part
52 has been prepared by the staff.

XIII. Congressional Review Act

This action is not a major rule as
defined in the Congressional Review
Act (5 U.S.C. 801-808).

XIV. 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.

Document

ADAMS Accession No.

Proposed CoC No. 1031, Amendment No. 0, Revision 1
Proposed CoC No. 1031 Amendment No. 0, Revision 1, TS Appendix A ...
Proposed CoC No. 1031 Amendment No. 0, Revision 1, TS Appendix B ...
Proposed SER for CoC No. 1031 Amendment No. 0, Revision 1
Proposed CoC No. 1031, Amendment No. 1, Revision 1
Proposed CoC No. 1031 Amendment No. 1, Revision 1, TS Appendix A ...
Proposed CoC No. 1031 Amendment No. 1, Revision 1, TS Appendix B ...
Proposed SER for CoC No. 1031 Amendment No. 1, Revision 1
Proposed CoC No. 1031, Amendment No. 2, Revision 1
Proposed CoC No. 1031, Amendment No. 2, Revision 1, TS Appendix A ..
Proposed TS Amendment No. 2, Revision 1, TS Appendix B
Proposed SER for CoC No. 1031 Amendment No. 2, Revision 1 ....
Proposed CoC No. 1031, Amendment No. 3, Revision 1
Proposed CoC No. 1031 Amendment No. 3, Revision 1, TS Appendix A ...
Proposed CoC No. 1031 Amendment No. 3, Revision 1, TS Appendix B ...
Proposed SER for CoC No. 1031 Amendment No. 3, Revision 1

ML15180A230.
ML15180A238.
ML15180A270.
ML15180A281.
ML15180A161.
ML15180A164.
ML15180A192.
ML15180A220.
ML15180A114.
ML15180A119.
ML15180A128.
ML15180A141.
ML15180A033.
ML15180A077.
ML15180A087.
ML15180A092
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The NRC may post materials related
to this document, including public
comments, on the Federal Rulemaking
Web site at http://www.regulations.gov
under Docket ID NRC-2015-0186. 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-2015-0186); (2) click the
“Sign up for Email Alerts” link; and (3)
enter your email address and select how
frequently you would like to receive
emails (daily, weekly, or monthly).

List of Subjects in 10 CFR Part 72

Administrative practice and
procedure, Criminal penalties,
Hazardous waste, Indians,
Intergovernmental relations, Manpower
training programs, Nuclear energy,
Nuclear materials, Occupational safety
and health, Penalties, Radiation
protection, Reporting and recordkeeping
requirements, Security measures, Spent
fuel, Whistleblowing.

For the reasons set out in the
preamble and under the authority of the
Atomic Energy Act of 1954, as amended;
the Energy Reorganization Act of 1974,
as amended; the Nuclear Waste Policy
Act of 1982, as amended; and 5 U.S.C.
552 and 553; the NRC is adopting the
following amendments to 10 CFR part
72:

PART 72—LICENSING
REQUIREMENTS FOR THE
INDEPENDENT STORAGE OF SPENT
NUCLEAR FUEL, HIGH-LEVEL
RADIOACTIVE WASTE, AND
REACTOR-RELATED GREATER THAN
CLASS C WASTE

m 1. The authority citation for part 72
continues to read as follows:

Authority: Atomic Energy Act of 1954,
secs. 51, 53, 57, 62, 63, 65, 69, 81, 161, 182,
183, 184, 186, 187, 189, 223, 234, 274 (42
U.S.C. 2071, 2073, 2077, 2092, 2093, 2095,
2099, 2111, 2201, 2210e, 2232, 2233, 2234,
2236, 2237, 2238, 2273, 2282, 2021); Energy
Reorganization Act of 1974, secs. 201, 202,
206, 211 (42 U.S.C. 5841, 5842, 5846, 5851);
National Environmental Policy Act of 1969
(42 U.S.C. 4332); Nuclear Waste Policy Act
of 1982, secs. 117(a), 132, 133, 134, 135, 137,
141, 145(g), 148, 218(a) (42 U.S.C. 10137(a),
10152, 10153, 10154, 10155, 10157, 10161,
10165(g), 10168, 10198(a)); 44 U.S.C. 3504
note.

m 2.In §72.214, Certificate of
Compliance No. 1031 is revised to read
as follows:

§72.214 List of approved spent fuel
storage casks.
* * * * *

Certificate Number: 1031.

Initial Certificate Effective Date:
February 4, 2009, superseded by Initial
Certificate, Revision 1, on February 1,
2016.

Initial Certificate, Revision 1,
Effective Date: February 1, 2016.

Amendment Number 1 Effective Date:
August 30, 2010, superseded by
Amendment Number 1, Revision 1, on
February 1, 2016.

Amendment Number 1, Revision 1,
Effective Date: February 1, 2016.

Amendment Number 2 Effective Date:
January 30, 2012, superseded by
Amendment Number 2, Revision 1, on
February 1, 2016.

Amendment Number 2, Revision 1,
Effective Date: February 1, 2016.

Amendment Number 3 Effective Date:
July 25, 2013, superseded by
Amendment Number 3, Revision 1, on
February 1, 2016.

Amendment Number 3 Revision 1,
Effective Date: February 1, 2016.

Amendment Number 4 Effective Date:
April 14, 2015.

Amendment Number 5 Effective Date:
June 29, 2015.

SAR Submitted by: NAC
International, Inc.

SAR Title: Final Safety Analysis
Report for the MAGNASTOR® System.

Docket Number: 72—1031.

Certificate Expiration Date: February
4,2029.

Model Number: MAGNASTOR®.

* * * * *

Dated at Rockville, Maryland, this 5th day
of November, 2015.

For the Nuclear Regulatory Commission.
Glenn M. Tracy,

Acting, Executive Director for Operations.
[FR Doc. 2015—-29424 Filed 11-17-15; 8:45 am]
BILLING CODE 7590-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 1, 11, 16, 106, 110, 114,
117, 120, 123, 129, 179, and 211

[Docket No. FDA-2011-N-0920]
RIN 0910-AG36

Current Good Manufacturing Practice,
Hazard Analysis, and Risk-Based
Preventive Controls for Human Food;
Clarification of Compliance Date for
Certain Food Establishments

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule; clarification of
compliance date for certain food
establishments.

SUMMARY: The Food and Drug
Administration (FDA or we) is clarifying
the compliance date that we provided
for certain food establishments subject
to a final rule that published in the
Federal Register of September 17, 2015.
Among other things, that final rule
amended our regulation for current good
manufacturing practice in
manufacturing, packing, or holding
human food to modernize it, and to add
requirements for domestic and foreign
facilities that are required to register
under the Federal Food, Drug, and
Cosmetic Act (the FD&C Act) to
establish and implement hazard
analysis and risk-based preventive
controls for human food. We are taking
this action in response to requests for
clarification of the compliance date for
facilities that manufacture, process,
pack, or hold grade “A” milk or milk
products and that are regulated under
the National Conference on Interstate
Milk Shipments (NCIMS) system.

DATES: The compliance date under the
Current Good Manufacturing Practice,
Hazard Analysis, and Risk-Based
Preventive Controls for Human Food
rule (published on September 17, 2015
at 80 FR 55908) for grade “A” milk and
milk products covered by NCIMS under
the PMO is September 17, 2018.

FOR FURTHER INFORMATION CONTACT:
Jenny Scott, Center for Food Safety and
Applied Nutrition (HFS-300), Food and
Drug Administration, 5100 Paint Branch
Pkwy., College Park, MD 20740, 240—
402-2166.

SUPPLEMENTARY INFORMATION:
I. Background

In the Federal Register of September
17, 2015 (80 FR 55908), we published a
final rule entitled “Current Good
Manufacturing Practice, Hazard
Analysis, and Risk-Based Preventive
Controls for Human Food” (the final
human preventive controls rule).
Among other things, the final human
preventive controls rule amended our
regulation for current good
manufacturing practice in
manufacturing, packing, or holding
human food to modernize it, and to add
requirements for domestic and foreign
facilities that are required to register
under section 415 of the FD&C Act (21
U.S.C. 350d) to establish and implement
hazard analysis and risk-based
preventive controls for human food. In
the preamble to the final human
preventive controls rule (80 FR 55908),
we stated that the rule is effective
November 16, 2015, and provided for
compliance dates of 1 to 3 years in most
cases.
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In Comment 214 in the final human
preventive controls final rule (80 FR
55908 at 55986 to 55987), we described
comments that discuss facilities that
comply with the Grade “A” PMO and
are regulated under the NCIMS system,
and we used the term ‘“PMO facilities”
as an abbreviation for these facilities. As
previously discussed (78 FR 3646 at
3662; January 16, 2013), the PMO is a
model regulation published and
recommended by the U.S. Public Health
Service/FDA for voluntary adoption by
State dairy regulatory agencies to
regulate the production, processing,
storage and distribution of Grade “A”
milk and milk products to help prevent
milk-borne disease. Some comments
recommended that we make full use of
the existing milk safety system of State
regulatory oversight for Grade “A” milk
and milk products provided through the
NCIMS and the food safety requirements
of the PMO. Some comments asked us
to exempt PMO-regulated facilities (or
the PMO-regulated part of a PMO
facility that also produces food products
not covered by the PMO) from the
requirements of the rule for hazard
analysis and risk-based preventive
controls, or to otherwise determine that
facilities operating in compliance with
the PMO are also in compliance with
those requirements. These comments
suggested we could, as an interim step
if we find it necessary, stay the
application of these requirements to
PMO-regulated facilities and work with
the NCIMS cooperative program to enact
any modifications to the PMO as may be
needed to warrant an exemption or
comparability determination. In
response to these comments, we
established a compliance date of
September 17, 2018, for “PMO
facilities” (see Response 214, 80 FR
55908 at 55987 to 55988).

II. Clarification of the Compliance Date
for Facilities Regulated Under the
NCIMS System

On September 10, 2015, the Office of
the Federal Register made a pre-
publication copy of the final human
preventive controls rule available to the
public through its procedures for
advance display (Ref. 1). Since
September 10, 2015, we have provided
opportunities for stakeholders to ask
questions about the rule, through
webinars and through a Web portal for
submission of questions (Refs. 2 and 3).
Some PMO facilities, in addition to
manufacturing, processing, packing, or
holding grade “A” milk or milk
products, manufacture, process, pack, or
hold other food subject to the final
human preventive controls rule. Some
of these facilities have asked us to

clarify whether the extended
compliance date for “PMO facilities”
applies only to grade “A” milk and milk
products covered by NCIMS under the
PMO, or whether the extended
compliance date applies broadly to all
activities conducted by the facility (e.g.,
activities related to other food produced
at the facility).

In this document, we are clarifying
that the extended compliance date of
September 17, 2018, for “PMO
facilities” applies only to grade “A”
milk and milk products covered by
NCIMS under the PMO, and not to the
manufacturing, processing, packing, or
holding of other food. As we discussed
in Response 214 (80 FR 55908 at 55987
to 55988), we agreed that we should
make use of the existing system of State
regulatory oversight for Grade “A” milk
and milk products provided through the
NCIMS and the food safety requirements
of the PMO. We described our reasons
for deciding to extend the compliance
date for “PMO-regulated facilities” to
comply with the requirements of
subparts C and G to September 17, 2018.
Those reasons related to the current
provisions of the PMO, the work already
begun by NCIMS to modify the PMO to
include all of the requirements
established in the final human
preventive controls rule, and complex
implementation issues concerning the
interstate movement of milk and milk
products and imported milk. We
explained that in establishing a
compliance date of September 17, 2018,
for PMO facilities, we considered: (1)
The extent of revisions that must be
made to incorporate the requirements of
this rule for hazard analysis and risk-
based preventive controls into the PMO;
(2) the process to revise the PMO; and
(3) the date at which the necessary
revisions to the PMO could begin to be
made. All of these discussions in the
human preventive controls final rule
related to the activities regulated by
NCIMS under the PMO.

II1. Economic Analysis of Impacts

We have examined the impacts of this
final rule under Executive Order 12866,
Executive Order 13563, the Regulatory
Flexibility Act (5 U.S.C. 601-612), and
the Unfunded Mandates Reform Act of
1995 (Pub. L. 104—4). Executive Orders
12866 and 13563 direct us to assess all
costs and benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). We have
developed a comprehensive Economic

Analysis of Impacts that assesses the
impacts of this final rule (Ref. 4). We
believe that this final rule is not a
significant regulatory action as defined
by Executive Order 12866.

The Regulatory Flexibility Act
requires us to analyze regulatory options
that would minimize any significant
impact of a rule on small entities.
Because this final rule is making no
change to the compliance date
announced for facilities regulated under
the NCIMS system in the human
preventive controls rule published on
September 17, 2105, we have
determined that this final rule will not
have a significant economic impact on
a substantial number of small entities.

The Unfunded Mandates Reform Act
of 1995 (section 202(a)) requires us to
prepare a written statement, which
includes an assessment of anticipated
costs and benefits, before proposing
“any rule that includes any Federal
mandate that may result in the
expenditure by State, local, and tribal
governments, in the aggregate, or by the
private sector, of $100,000,000 or more
(adjusted annually for inflation) in any
one year.” The current threshold after
adjustment for inflation is $144 million,
using the most current (2014) Implicit
Price Deflator for the Gross Domestic
Product. This final rule would not result
in an expenditure in any year that meets
or exceeds this amount.

IV. Environmental Impact, No
Significant Impact

We have determined under 21 CFR
25.30(j) 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.

V. Paperwork Reduction Act of 1995

This final rule contains no collection
of information. Therefore, clearance by
the Office of Management and Budget
under the Paperwork Reduction Act of
1995 is not required.

VI. References

The following references are on
display in the Division of Dockets
Management (see ADDRESSES) and are
available for viewing by interested
persons between 9 a.m. and 4 p.m.,
Monday through Friday; they are also
available electronically at http://
www.regulations.gov. FDA has verified
the Web site addresses, as of the date
this document publishes in the Federal
Register, but Web sites are subject to
change over time.
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1. Office of the Federal Register, “‘Current
Good Manufacturing Practice, Hazard
Analysis, and Risk-Based Preventive Controls
for Human Food,” September 10, 2015.
Available at https://s3.amazonaws.com/
public-inspection.federalregister.gov/2015-
21920.pdf.

2. FDA, “FSMA Webinar Series: Preventive
Controls for Human and Animal Food Final
Rules,” 2015. Available at http://
www.fda.gov/Food/GuidanceRegulation/
FSMA/ucm461512.htm.

3. FDA, “Contact FDA About FSMA,”
2015. Available at http://www.fda.gov/Food/
GuidanceRegulation/FSMA/ucm459719.htm.

4. FDA, “Current Good Manufacturing
Practice, Hazard Analysis, and Risk-Based
Preventive Controls for Human Food;
Clarification of Compliance Date for Certain
Food Establishments,” 2015. Available at:
http://www.fda.gov/AboutFDA/
ReportsManualsForms/Reports/
EconomicAnalyses/default.htm.

Dated: November 10, 2015.
Leslie Kux,
Associate Commissioner for Policy.
[FR Doc. 2015-29340 Filed 11-17-15; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT
24 CFR Part 570

[Docket Nos. FR 5797-1-01 and FR 5797—-
C-02]

RIN 2506—AC39
Changes to Accounting Requirements

for the Community Development Block
Grants (CDBG) Program; Correction

AGENCY: Office of the General Counsel,
HUD.

ACTION: Interim final rule; correction.

SUMMARY: This document corrects a
technical error in HUD’s interim final
rule on CDBG accounting requirements,
published November 12, 2015.

DATES: Effective date: December 14,
2015.

FOR FURTHER INFORMATION CONTACT:
Stanley Gimont, Director, Office of
Block Grant Assistance, Department of
Housing and Urban Development, Office
of Community Planning and
Development, 451 7th Street SW., Suite
7286, Washington, DC 20410 at 202—
708-3587, (this is not a toll-free
number). Individuals with speech or
hearing impairments may access this
number via TTY by calling the Federal
Relay Service, toll-free, at 800-877—
8339.

SUPPLEMENTARY INFORMATION: HUD
published a document in the Federal

Register on November 12, 2015, at 80
FR 69864, amending the accounting

requirements for the CDBG program,
including 24 CFR 570.489. The
amendments included clarification of
how HUD determines compliance with
planning and administration cost limits.
In the preamble to the rule, at page
69867, first column, HUD stated that the
regulations revised by rule modify the
limits on administrative and planning
expenses by adding to the existing
compliance test a new test for grants
with an origin year of 2015and
subsequent years, which would
continue to remain in place for all
grants. However, language was
inadvertently included in the regulatory
text that limited the existing test to
CDBG grants with an origin year prior
to 2015. This document corrects that
limiting language.

Correction

In interim final rule FR Doc. 2015—
28700, published on November 12, 2015
(80 FR 69864), make the following
correction:

On page 69872, in the first column, in
§570.489, correct paragraph (a)(3)(ii) to
read as follows:

§570.489 Program administrative
requirements.

(a] * * %

(3) * % %

(ii) The combined expenditures by the
State and its funded units of general
local government for planning,
management, and administrative costs
shall not exceed 20 percent of the
aggregate amount of the origin year
grant, any origin year grant funds
reallocated by HUD to the State, and the
amount of any program income received
during the program year.

* * * * *

Dated: November 13, 2015.
Camille Acevedo,

Associate General Counsel for Legislation and
Regulations.

[FR Doc. 2015-29478 Filed 11-17-15; 8:45 am]
BILLING CODE 4210-67-P

DEPARTMENT OF LABOR

Employee Benefits Security
Administration

29 CFR Part 2509
RIN 1210-AB74

Interpretive Bulletin Relating to State
Savings Programs That Sponsor or
Facilitate Plans Covered by the
Employee Retirement Income Security
Act of 1974

AGENCY: Employee Benefits Security
Administration, Labor.

ACTION: Interpretive bulletin.

SUMMARY: This document sets forth the
views of the Department of Labor
(Department) concerning the application
of the Employee Retirement Income
Security Act of 1974 (ERISA) to certain
state laws designed to expand the
retirement savings options available to
private sector workers through ERISA-
covered retirement plans. Concern over
adverse social and economic
consequences of inadequate retirement
savings levels has prompted several
states to adopt or consider legislation to
address this problem. The Department
separately released a proposed
regulation describing safe-harbor
conditions for states and employers to
avoid creation of ERISA-covered plans
as a result of state laws that require
private sector employers to implement
in their workplaces state-administered
payroll deduction IRA programs (auto-
IRA laws). This Interpretive Bulletin
does not address such state auto-IRA
laws.

DATES: This interpretive bulletin is
effective on November 18, 2015.

FOR FURTHER INFORMATION CONTACT:
Office of Regulations and
Interpretations, Employee Benefits
Security Administration, (202) 693—
8500. This is not a toll-free number.
SUPPLEMENTARY INFORMATION: In order to
provide a concise and ready reference to
its interpretations of ERISA, the
Department publishes its interpretive
bulletins in the Rules and Regulations
section of the Federal Register. The
Department is publishing in this issue of
the Federal Register, ERISA Interpretive
Bulletin 2015-02, which interprets
ERISA section 3(2)(A), 29 U.S.C.
1002(2)(A), section 3(5), 29 U.S.C.
1002(5), and section 514, 29 U.S.C.
1144, as they apply to state laws
designed to expand workers’ access to
retirement savings programs. Some
states have adopted laws or are
exploring approaches designed to
expand the retirement savings options
available to their private sector workers
through ERISA-covered retirement
plans. One of the challenges the states
face in expanding retirement savings
opportunities for private sector
employees is uncertainty about ERISA
preemption of such efforts. ERISA
generally would preempt a state law
that required employers to establish and
maintain ERISA-covered employee
benefit pension plans. The Department
also has a strong interest in promoting
retirement savings by employees. The
Department recognizes that some
employers currently do not provide
pension plans for their employees. The
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Department believes that it is important
that employees of such employers be
encouraged to save for retirement, and
it is in the interest of the public that
employers be encouraged to provide
opportunities for their employee
retirement savings. The Department
therefore believes that states, employers,
other plan sponsors, workers, and other
stakeholders would benefit from
guidance on the application of ERISA to
these state initiatives.

List of Subjects in 29 CFR Part 2509

Employee benefit plans, Pensions.

For the reasons set forth in the
preamble, the Department is amending
Subchapter A, Part 2509 of Title 29 of
the Code of Federal Regulations as
follows:

Subchapter A—General

PART 2509—INTERPRETIVE
BULLETINS RELATING TO THE
EMPLOYEE RETIREMENT INCOME
SECURITY ACT OF 1974

m 1. The authority citation for part 2509
continues to read as follows:

Authority: 29 U.S.C. 1135. Secretary of
Labor’s Order No. 1-2011, 77 FR 1088 (Jan.
9, 2012). Sections 2509.75-10 and 2509.75—
2 issued under 29 U.S.C. 1052, 1053, 1054.
Sec. 2509.75-5 also issued under 29 U.S.C.
1002. Sec. 2509.95-1 also issued under sec.
625, Public Law 109-280, 120 Stat. 780.

m 2. Add § 2509.2015-02 to read as
follows:

§2509.2015-02 Interpretive bulletin
relating to state savings programs that
sponsor or facilitate plans covered by the
Employee Retirement Income Security Act
of 1974.

(a) Scope. This document sets forth
the views of the Department of Labor
(Department) concerning the application
of the Employee Retirement Income
Security Act of 1974 (ERISA) to certain
state laws designed to expand the
retirement savings options available to
private sector workers through ERISA-
covered retirement plans. Concern over
adverse social and economic
consequences of inadequate retirement
savings levels has prompted several
states to adopt or consider legislation to
address this problem.? An impediment

1For information on the problem of inadequate
retirement savings, see the May 2015 Report of the
United States Government Accountability Office
(GAO), RETIREMENT SECURITY—Most
Households Approaching Retirement Have Low
Savings (GAO Report—-15-419) (available at
www.gao.gov/assets/680/670153.pdf). Also see
GAOQO’s September 2015 Report—15-566,
RETIREMENT SECURITY—Federal Action Could
Help State Efforts to Expand Private Sector
Coverage (available at www.gao.gov/assets/680/
672419.pdy).

to state adoption of such measures is
uncertainty about the effect of ERISA’s
broad preemption of state laws that
“relate to” private sector employee
benefit plans. In the Department’s view,
ERISA preemption principles leave
room for states to sponsor or facilitate
ERISA-based retirement savings options
for private sector employees, provided
employers participate voluntarily and
ERISA’s requirements, liability
provisions, and remedies fully apply to
the state programs.

(b) In General. There are advantages
to utilizing an ERISA plan approach.
Employers as well as employees can
make contributions to ERISA plans,
contribution limits are higher than for
other state approaches that involve
individual retirement plans (IRAs) that
are not intended to be ERISA-covered
plans,2 and ERISA plan accounts have
stronger protection from creditors. Tax
credits may also allow small employers
to offset part of the costs of starting
certain types of retirement plans.3
Utilizing ERISA plans also provides a
well-established uniform regulatory
structure with important consumer
protections, including fiduciary
obligations, automatic enrollment rules,
recordkeeping and disclosure
requirements, legal accountability
provisions, and spousal protections.

The Department is not aware of
judicial decisions or other ERISA
guidance directly addressing the
application of ERISA to state programs
that facilitate or sponsor ERISA plans,
and, therefore, believes that the states,
employers, other plan sponsors,
workers, and other stakeholders would
benefit from guidance setting forth the

2 Some states are developing programs to
encourage employees to establish tax-favored IRAs
funded by payroll deductions rather than
encouraging employers to adopt ERISA plans.
Oregon, Illinois, and California, for example, have
adopted laws along these lines. Oregon 2015
Session Laws, Ch. 557 (H.B. 2960) (June 2015);
Illinois Secure Choice Savings Program Act, 2014
I1l. Legis. Serv. P.A. 98-1150 (S.B. 2758) (West);
California Secure Choice Retirement Savings Act,
2012 Cal. Legis. Serv. Ch. 734 (S.B. 1234) (West).
These IRA-based initiatives generally require
specified employers to deduct amounts from their
employees’ paychecks, unless the employee
affirmatively elects not to participate, in order that
those amounts may be remitted to state-
administered IRAs for the employees. The
Department is addressing these state “payroll
deduction IRA” initiatives separately through a
proposed regulation that describes safe-harbor
conditions for employers to avoid creation of
ERISA-covered plans when they comply with state
laws that require payroll deduction IRA programs.
This Interpretive Bulletin does not address those
laws.

3For more information, see Choosing a
Retirement Solution for Your Small Business, a
joint project of the U.S. Department of Labor’s
Employee Benefits Security Administration (EBSA)
and the Internal Revenue Service. Available at
www.irs.gov/pub/irs-pdf/p3998.pdf.

general views of the Department on the
application of ERISA to these state
initiatives. The application of ERISA in
an individual case would present novel
preemption questions and, if decided by
a court, would turn on the particular
features of the state-sponsored program
at issue, but, as discussed below, the
Department believes that neither ERISA
section 514 specifically, nor federal
preemption generally, are
insurmountable obstacles to all state
programs that promote retirement
saving among private sector workers
through the use of ERISA-covered plans.

Marketplace Approach

One state approach is reflected in the
2015 Washington State Small Business
Retirement Savings Marketplace Act.*
This law requires the state to contract
with a private sector entity to establish
a program that connects eligible
employers with qualifying savings plans
available in the private sector market.
Only products that the state determines
are suited to small employers, provide
good quality, and charge low fees would
be included in the state’s
“marketplace.” Washington State
employers would be free to use the
marketplace or not and would not be
required to establish any savings plans
for their employees. Washington would
merely set standards for arrangements
marketed through the marketplace. The
marketplace arrangement would not
itself be an ERISA-covered plan, and the
arrangements available to employers
through the marketplace could include
ERISA-covered plans and other non-
ERISA savings arrangements. The state
would not itself establish or sponsor any
savings arrangement. Rather, the
employer using the state marketplace
would establish the savings
arrangement, whether it is an ERISA-
covered employee pension benefit plan
or a non-ERISA savings program.
ERISA’s reporting and disclosure
requirements, protective standards and
remedies would apply to the ERISA
plans established by employers using
the marketplace. On the other hand, if
the plan or arrangement is of a type that
would otherwise be exempt from ERISA
(such as a payroll deduction IRA
arrangement that satisfies the conditions
of the existing safe harbor at 29 CFR
2510.3-2(d)), the state’s involvement as
organizer or facilitator of the
marketplace would not by itself cause
that arrangement to be covered by
ERISA. Similarly, if, as in Washington
State, a marketplace includes a type of

42015 Wash. Sess. Laws chap. 296 (SB 5826)
(available at http://app.leg.wa.gov/billinfo/
summary.aspx?bill=5826&year=2015).
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plan that is subject to special rules
under ERISA, such as the SIMPLE-IRA
under section 101(h) of ERISA, the
state’s involvement as organizer or
facilitator of the marketplace would not
by itself affect the application of the
special rules.

Prototype Plan Approach

Another potential approach is a state
sponsored ‘“‘prototype plan.” At least
one state, Massachusetts, has enacted a
law to allow nonprofit organizations
with fewer than 20 employees to adopt
a contributory retirement plan
developed and administered by the
state.? Banks, insurance companies and
other regulated financial institutions
commonly market prototype plans to
employers as simple means for them to
establish and administer employee
pension benefit plans.® The financial
institutions develop standard form
401(k) or other tax-favored retirement
plans (such as SIMPLE-IRA plans) and
secure IRS approval. Typically,
employers may choose features such as
contribution rates to meet their specific
needs. Each employer that adopts the
prototype sponsors an ERISA plan for
its employees. The individual
employers would assume the same
fiduciary obligations associated with
sponsorship of any ERISA-covered
plans. For example, the prototype plan
documents often specify that the
employer is the plan’s “named
fiduciary” and ‘““plan administrator”
responsible for complying with ERISA,
but they may allow the employer to
delegate these responsibilities to others.
The plan documents for a state-
administered prototype plan could
designate the state or a state designee to
perform these functions. Thus, the state
or a designated third-party could
assume responsibility for most

5 The retirement plan will be overseen by the
Massachusetts State Treasurer’s Office. Mass. Gen.
Laws ch.29, § 64E (2012). In June 2014, the
Massachusetts Treasurer’s Office announced that
the IRS had issued a favorable ruling on the
proposal, but noted that additional approval from
the IRS is still needed (see
www.massnonprofitnet.org/blog/
nonprofitretirement/). See also GAO’s Report 2015
Report-15-566, RETIREMENT SECURITY—Federal
Action Could Help State Efforts to Expand Private
Sector Coverage, which included the following
statement at footnote 93 regarding the
Massachusetts program: “The Massachusetts official
told us that each participating employer would be
considered to have created its own plan,
characterizing the state’s effort as development of
a volume submitter 401(k) plan, which is a type of
employee benefit plan that is typically pre-
approved by the Internal Revenue Service.” (GAO
report is available at www.gao.gov/assets/680/
672419.pdf).

6 See IRS Online Publication, Types of Pre-
Approved Retirement Plans at www.irs.gov/
Retirement-Plans/Types-of-Pre-Approved-
Retirement-Plans.

administrative and asset management
functions of an employer’s prototype
plan. The state could also designate
low-cost investment options and a third-
party administrative service provider for
its prototype plans.

Multiple Employer Plan (MEP)
Approach

A third approach, (referenced, for
example, in the “Report of the
Governor’s Task Force to Ensure
Retirement Security for All
Marylanders”),” involves a state
establishing and obtaining IRS tax
qualification for a “multiple employer”
401(k)-type plan, defined benefit plan,
or other tax-favored retirement savings
program. The Department anticipates
that such an approach would generally
involve permitting employers that meet
specified eligibility criteria to join the
state multiple employer plan. The plan
documents would provide that the plan
is subject to Title I of ERISA and is
intended to comply with Internal
Revenue Code tax qualification
requirements. The plan would have a
separate trust holding contributions
made by the participating employers,
the employer’s employees, or both. The
state, or a designated governmental
agency or instrumentality, would be the
plan sponsor under ERISA section
3(16)(B) and the named fiduciary and
plan administrator responsible (either
directly or through one or more contract
agents, which could be private-sector
providers) for administering the plan,
selecting service providers,
communicating with employees, paying
benefits, and providing other plan
services. A state could take advantage of
economies of scale to lower
administrative and other costs.

As a state-sponsored multiple
employer plan (“state MEP”’), this type
of arrangement could also reduce
overall administrative costs for
participating employers in large part
because the Department would consider
this arrangement as a single ERISA plan.
Consequently, only a single Form 5500
Annual Return/Report would be filed
for the whole arrangement. In order to
participate in the plan, employers
simply would be required to execute a
participation agreement. Under a state
MEDP, each employer that chose to
participate would not be considered to
have established its own ERISA plan,
and the state could design its defined
contribution MEP so that the
participating employers could have

7 Governor’s Task Force to Ensure Retirement
Security for All Marylanders, 1,000,000 of Our
Neighbors at Risk: Improving Retirement Security
for Marylanders (February 2015) (available at
www.dlIr.state.md.us/retsecurity/).

limited fiduciary responsibilities (the
duty to prudently select the
arrangement and to monitor its
operation would continue to apply). The
continuing involvement by participating
employers in the ongoing operation and
administration of a 401(k)-type
individual account MEP, however,
generally could be limited to enrolling
employees in the state plan and
forwarding voluntary employee and
employer contributions to the plan.
When an employer joins a carefully
structured MEP, the employer is not the
“sponsor” of the plan under ERISA, and
also would not act as a plan
administrator or named fiduciary. Those
fiduciary roles, and attendant fiduciary
responsibilities, would be assigned to
other parties responsible for
administration and management of the
state MEP.8 Adoption of a defined
benefit plan structure would involve
additional funding and other employer
obligations.?

For a person (other than an employee
organization) to sponsor an employee
benefit plan under Title I of ERISA,
such person must either act directly as
the employer of the covered employees
or “indirectly in the interest of an
employer” in relation to a plan.1® ERISA
sections 3(2), 3(5). A person will be
considered to act “indirectly in the
interest of an employer, in relation to a
plan,” if such person is tied to the
contributing employers or their
employees by genuine economic or
representational interests unrelated to
the provision of benefits.1? In the

8 A state developing a state sponsored MEP could
submit an advisory opinion request to the
Department under ERISA Procedure 76-1 to
confirm that the MEP at least in form has assigned
those fiduciary functions to persons other than the
participating employers. ERISA Procedure 76-1 is
available at www.dol.gov/ebsa/regs/aos/ao_
requests.html.

9 State laws authorizing defined benefit plans for
private sector employers (as prototypes or as
multiple employer plans) might create plans
covered by Title IV of ERISA and subject to the
jurisdiction of the Pension Benefit Guaranty
Corporation (PBGC). Subject to some exceptions,
the PBGC protects the retirement incomes of
workers in private-sector defined benefit pension
plans. A defined benefit plan provides a specified
monthly benefit at retirement, often based on a
combination of salary and years of service. PBGC
was created by ERISA to encourage the
continuation and maintenance of private-sector
defined benefit pension plans, provide timely and
uninterrupted payment of pension benefits, and
keep pension insurance premiums at a minimum.
More information is available on the PBGC’s Web
site at www.pbgc.gov.

10 Different rules may apply under the Internal
Revenue Code for purposes of determining the plan
sponsor of a tax-qualified retirement plan.

11 See, e.g., Advisory Opinion 2012-04A. See also
MDPhysicians & Associates, Inc. v. State Bd. Ins.,
957 F.2d 178,185 (5th Cir.), cert. denied, 506 U.S.
861 (1992) (“‘the entity that maintains the plan and
the individuals that benefit from the plan [must be]


http://www.irs.gov/Retirement-Plans/Types-of-Pre-Approved-Retirement-Plans
http://www.irs.gov/Retirement-Plans/Types-of-Pre-Approved-Retirement-Plans
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http://www.dol.gov/ebsa/regs/aos/ao_requests.html
http://www.gao.gov/assets/680/672419.pdf
http://www.gao.gov/assets/680/672419.pdf
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Department’s view, a state has a unique
representational interest in the health
and welfare of its citizens that connects
it to the in-state employers that choose
to participate in the state MEP and their
employees, such that the state should be
considered to act indirectly in the
interest of the participating
employers.12 Having this unique nexus
distinguishes the state MEP from other
business enterprises that underwrite
benefits or provide administrative
services to several unrelated
employers.13

(c) ERISA Preemption. The
Department is aware that a concern for
states adopting an ERISA plan approach
is whether or not those state laws will
be held preempted. ERISA preemption
analysis begins with the “presumption
that Congress does not intend to
supplant state law.” New York State
Conference of Blue Cross & Blue Shield
Plans v. Travelers Ins. Co., 514 U.S. 645,
654 (1995). The question turns on
Congress’s intent ““to avoid a
multiplicity of regulation in order to
permit nationally uniform
administration of employee benefit
plans.” Id. at 654, 657. See also Fort
Halifax Packing Co. v. Coyne, 482 U.S.
1, 11 (1987) (goal of ERISA preemption
is to “ensure . . . that the
administrative practices of a benefit
plan will be governed by only a single
set of regulations.”).

Section 514 of ERISA provides that
Title I ““shall supersede any and all State
laws insofar as they . . . relate to any
employee benefit plan” covered by the
statute. The U.S. Supreme Court has
held that “[a] law ‘relates to’ an
employee benefit plan, in the normal
sense of the phrase, if it has a
connection with or reference to such a

tied by a common economic or representation
interest, unrelated to the provision of benefits.”
(quoting Wisconsin Educ. Assoc. Ins. Trust v. Iowa
State Bd., 804 F.2d 1059, 1063 (8th Cir. 1986)).

12 The Department has also recognized other
circumstances when a person sponsoring a plan is
acting as an “employer” indirectly rather than as an
entity that underwrites benefits or provides
administrative services. See Advisory Opinion 89—
06A (Department would consider a member of a
controlled group which establishes a benefit plan
for its employees and/or the employees of other
members of the controlled group to be an employer
within the meaning of section 3(5) of ERISA);
Advisory Opinion 95-29A (employee leasing
company may act either directly or indirectly in the
interest of an employer in establishing and
maintaining employee benefit plan).

13 See Advisory Opinion 2012—-04A (holding that
a group of employers can collectively act as the
“employer” in sponsoring a multiple employer plan
only if the employers group was formed for
purposes other than the provision of benefits, the
employers have a basic level of commonality (such
as the participating employers all being in the same
industry), and the employers participating in the
plan in fact act as the “employer” by controlling the
plan).

plan.” Shaw v. Delta Air Lines, Inc., 463
U.S. 85, 96—97 (1983) (footnote omitted);
see, e.g., Travelers, 514 U.S. at 656. A
law has a “reference to”” ERISA plans if
the law “acts immediately and
exclusively upon ERISA plans” or “the
existence of ERISA plans is essential to
the law’s operation.” California Div. of
Labor Standards Enforcement v.
Dillingham Constr., N.A., 519 U.S. 316,
325-326 (1997). In determining whether
a state law has a “connection with
ERISA plans,” the U.S. Supreme Court
“look[s] both to ‘the objectives of the
ERISA statute as a guide to the scope of
the state laws that Congress understood
would survive,” as well as to the nature
of the effect of the state law on ERISA
plans,” to “determine whether [the]
state law has the forbidden connection”
with ERISA plans. Egelhoff v. Egelhoff,
532 U.S. 141, 147 (2001) (quoting
Dillingham, 519 U.S. at 325). In various
decisions, the Court has concluded that
ERISA preempts state laws that: (1)
Mandate employee benefit structures or
their administration; (2) provide
alternative enforcement mechanisms; or
(3) bind employers or plan fiduciaries to
particular choices or preclude uniform
administrative practice, thereby
functioning as a regulation of an ERISA
plan itself.14

In the Department’s view, state laws
of the sort outlined above interact with
ERISA in such a way that section 514
preemption principles and purposes
would not appear to come into play in
the way they have in past preemption
cases. Although the approaches
described above involve ERISA plans,
they do not appear to undermine
ERISA’s exclusive regulation of ERISA-
covered plans. The approaches do not
mandate employee benefit structures or
their administration, provide alternative
regulatory or enforcement mechanisms,
bind employers or plan fiduciaries to
particular choices, or preclude uniform
administrative practice in any way that
would regulate ERISA plans.

Moreover, the approaches appear to
contemplate a state acting as a
participant in a market rather than as a
regulator. The U.S. Supreme Court has
found that, when a state or municipality
acts as a participant in the market and
does so in a narrow and focused manner
consistent with the behavior of other
market participants, such action does
not constitute state regulation. Compare
Building and Construction Trades
Council v. Associated Builders and
Contractors of Massachusetts/Rhode

14 Travelers, 514 U.S. at 658 (1995); Ingersoll-
Rand Co. v. McClendon, 498 U.S. 133, 142 (1990);
Egelhoff v. Egelhoff, 532 U.S. 141, 148 (2001); Fort
Halifax Packing Co. v. Coyne, 482 U.S. 1, 14 (1987).

Island, Inc., 507 U.S. 218 (1993);
Wisconsin Department of Industry,
Labor and Human Relations v. Gould,
475 U.S. 282 (1986); see also American
Trucking Associations, Inc. v. City of
Los Angeles, 133 S. Ct. 2096, 2102
(2013) (Section 14501(c)(1) of the
Federal Aviation Administration
Authorization Act, which preempts a
state “law, regulation, or other provision
having the force and effect of law
related to a price, route, or service of
any motor carrier,” 49 U.S.C.
14501(c)(1), “draws a rough line
between a government’s exercise of
regulatory authority and its own
contract-based participation in a
market”’); Associated General
Contractors of America v. Metropolitan
Water District of Southern California,
159 F.3d 1178, 1182—-84 (9th Cir. 1998)
(recognizing a similar distinction
between state regulation and state
market participation). By merely
offering employers particular ERISA-
covered plan options 15 (or non-ERISA
plan options), these approaches
(whether used separately or together as
part of a multi-faceted state initiative)
do not dictate how an employer’s plan
is designed or operated or make offering
a plan more costly for employers or
employees. Nor do they make it
impossible for employers operating
across state lines to offer uniform
benefits to their employees.16 Rather
than impair federal regulation of
employee benefit plans, the state laws
would leave the plans wholly subject to
ERISA’s regulatory requirements and
protections.

Of course, a state must implement
these approaches without establishing
standards inconsistent with ERISA or
providing its own regulatory or judicial
remedies for conduct governed
exclusively by ERISA. ERISA’s system
of rules and remedies would apply to
these arrangements. A contractor
retained by a state using the
marketplace approach would be subject

15In the Department’s view, a state law that
required employers to participate in a state
prototype plan or state sponsored multiple
employer plan unless they affirmatively opted out
would effectively compel the employer to decide
whether to sponsor an ERISA plan in a way that
would be preempted by ERISA.

16 The Court in Travelers approved a New York
statute that gave employers a strong incentive to
provide health care benefits through Blue Cross and
Blue Shield as opposed to other providers. The
Court noted that the law did not “mandate”
employee benefit plans or their administration, or
produce such acute economic effects, either directly
or indirectly, by intent or otherwise “as to force an
ERISA plan to adopt a certain scheme of substantive
coverage or effectively restrict its choice of
insurers.” Travelers, 514 U.S. at 668. See also De
Buono v. NYSA-ILA Medical and Clinical Services
Fund, 520 U.S. 806, 816 (1997).
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to the same ERISA standards and
remedies that apply to any company
offering the same services to employers.
Similarly, a prototype plan or multiple
employer plan program that a state
offers to employers would have to
comply with the same ERISA
requirements and would have to be
subject to the same remedies as any
private party offering such products and
services.1”

Even if the state laws enacted to
establish programs of the sort described
above “‘reference” employee benefit
plans in a literal sense, they should not
be seen as laws that “‘relate to”” ERISA
plans in the sense ERISA section 514(a)
uses that statutory term because they are
completely voluntary from the
employer’s perspective, the state
program would be entirely subject to
ERISA, and state law would not impose
any outside regulatory requirements
beyond ERISA. They do not require
employers to establish ERISA-covered
plans, forbid any type of plan or restrict
employers’ choices with respect to
benefit structures or their
administration. These laws would
merely offer a program that employers
could accept or reject. See Dillingham,
519 U.S. at 325-28.

In addition, none of the state
approaches described above resemble
the state laws that the Court held
preempted in its pre-Travelers
“reference to”” cases. Those laws
targeted ERISA plans as a class with
affirmative requirements or special
exemptions. See, e.g., District of
Columbia v. Greater Wash. Bd. of Trade,
506 U.S. 125, 128, 129-133 (1992)
(workers’ compensation law that
required employee benefits “set by
reference to [ERISA] plans”) (citation
omitted); Ingersoll-Rand Co. v.
McClendon, 498 U.S. 133, 135-136, 140
(1990) (common law claim for wrongful
discharge to prevent attainment of
ERISA benefits); Mackey v. Lanier
Collection Agency & Serv., Inc., 486 U.S.
825, 828 & n.2, 829-830 (1988)
(exemption from garnishment statute for
ERISA plans). In the case of the state
actions outlined above, any restriction
on private economic activity arises, not
from state regulatory actions, but from
the application of ERISA requirements
to the plans, service providers, and
investment products, that the state, as
any other private sector participant in
the market, selects in deciding what it
is willing to offer.

17 State laws relating to sovereign immunity for
state governments and their employees would have
to be evaluated carefully to ensure they do not
conflict with ERISA’s remedial provisions.

Finally, it is worth noting that even if
the state laws implementing these
approaches “relate to” ERISA plans in
some sense of that term, it is only
because they create or authorize
arrangements that are fully governed by
ERISA’s requirements. By embracing
ERISA in this way, the state would not
on that basis be running afoul of section
514(a) because ERISA fully applies to
the arrangement and there is nothing in
the state law for ERISA to “supersede.”
In this regard, section 514(a) of ERISA,
in relevant part, provides that Title I of
ERISA “shall supersede any and all
state laws insofar as they may now or
hereafter relate to any employee benefit
plan. . ..” To the extent that the state
makes plan design decisions in
fashioning its prototype plan or state
sponsored plan, or otherwise adopts
rules necessary to run the plan, those
actions would be the same as any other
prototype plan provider or employer
sponsor of any ERISA-covered plan, and
the arrangement would be fully and
equally subject to ERISA.

This conclusion is supported by the
Department’s position regarding state
governmental participation in ERISA
plans in another context. Pursuant to
section 4(b)(1) of ERISA, the provisions
of Title I of ERISA do not apply to a
plan that a state government establishes
for its own employees, which ERISA
section 3(32) defines as a ““governmental
plan.” The Department has long held
the view, however, that if a plan
covering governmental employees fails
to qualify as a governmental plan, it
would still be subject to Title I of
ERISA.18 In these circumstances, the
failure to qualify as a governmental plan
does not prohibit a governmental
employer from providing benefits
through, and making contributions to,
an ERISA-covered employee benefit
plan.1® Thus, the effect of ERISA is not
to prohibit the state from offering
benefits, but rather to make those
benefits subject to ERISA. Here too,
ERISA does not supersede state law to
the extent it merely creates an
arrangement that is fully governed by
ERISA.

Phyllis C. Borzi,

Assistant Secretary, Employee Benefits
Security Administration, U.S. Department of
Labor.

[FR Doc. 2015-29427 Filed 11~16~15; 4:15 pm]

BILLING CODE 4510-29-P

18 See, e.g., Advisory Opinion 2004—04A.

19 See Information Letter to Michael T. Scaraggi
and James M. Steinberg from John J. Canary (April
12, 2004).
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[Docket No. USCG—-2015-0318]

RIN 1625-AA00

Safety Zone; Turritella FPSO, Walker

Ridge 551, Outer Continental Shelf on
the Gulif of Mexico

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

SUMMARY: The Coast Guard is
establishing a safety zone around the
Turritella FPSO system, Walker Ridge
551 on the Outer Continental Shelf
(OCS) in the Gulf of Mexico. The
purpose of the safety zone is to protect
the facility from all vessels operating
outside the normal shipping channels
and fairways that are not providing
services to or working with the facility.
Placing a safety zone around the facility
will significantly reduce the threat of
allisions, collisions, security breaches,
oil spills, releases of natural gas, and
thereby protect the safety of life,
property, and the environment.

DATES: This rule is effective December
18, 2015.

ADDRESSES: To view documents
mentioned in this preamble as being
available in the docket, go to http://
www.regulations.gov, type USCG-2015—
0318 in the “SEARCH” box and click
“SEARCH.” Click on Open Docket
Folder on the line associated with this
rulemaking.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
email Mr. Rusty Wright, U.S. Coast
Guard, District Eight Waterways
Management Branch; telephone 504—
671-2138, rusty.h.wright@uscg.mil.
SUPPLEMENTARY INFORMATION:

1. Table of Abbreviations

DHS Department of Homeland Security

FR Federal Register

FPSO Floating Production Storage
Offloading Vessel

NPRM Notice of Proposed Rulemaking

OCS Outer Continental Shelf

USCG United States Coast Guard

II. Background Information and
Regulatory History

Shell Exploration & Production
Company requested that the Coast
Guard establish a safety zone around the
Turritella FPSO, which is a ship-shaped
offshore production facility that stores
crude oil in tanks located in its hull. Tt
will attach to a moored turret buoy and


http://www.regulations.gov
http://www.regulations.gov
mailto:rusty.h.wright@uscg.mil

Federal Register/Vol. 80, No. 222/ Wednesday, November 18, 2015/Rules and Regulations

71941

move in a 360 degree arc around the
position 26°25’38.74” N., 90°48’45.34”
W. The purpose of the safety zone is to
protect the facility from all vessels
operating outside the normal shipping
channels and fairways that are not
providing services to or working with
the facility. Therefore, on July 28, 2015
we published a NPRM with a request for
comments entitled, “Safety Zones:
Turritella FPSO system, Walker Ridge
551, Outer Continental Shelf on the Gulf
of Mexico” in the Federal Register (80
FR 44910). We received no comments
on the NPRM.

IIL. Legal Authority and Need for Rule

The Coast Guard is issuing this rule
under the authority in 14 U.S.C. 85, 43
U.S.C. 1333, Department of Homeland
Security Delegation No. 0170.1, and 33
CFR part 147, which collectively permit
the establishment of safety zones for
facilities located on the OCS for the
purpose of protecting life, property and
the marine environment.

The Coast Guard has determined that
a safety zone is necessary to protect the
facility from all vessels operating
outside the normal shipping channels
and fairways that are not providing
services to or working with the facility.
The purpose of the rule is to
significantly reduce the threat of
allisions, oil spills, and releases of
natural gas, and thereby protect the
safety of life, property, and the
environment.

For the purpose of safety zones
established under 33 CFR part 147, the
deepwater area is considered to be
waters of 304.8 meters (1,000 feet) or
greater depth extending to the limits of
the Exclusive Economic Zone (EEZ)
contiguous to the territorial sea of the
United States and extending to a
distance up to 200 nautical miles from
the baseline from which the breadth of
the sea is measured. Navigation in the
vicinity of the safety zone consists of
large commercial shipping vessels,
fishing vessels, cruise ships, tugs with
tows and the occasional recreational
vessel. The deepwater area also includes
an extensive system of fairways.

IV. Discussion of Comments, Changes
and the Final Rule

As noted above, we received no
comments on our NPRM published July
28, 2015. There are no changes in the
regulatory text of this rule from the
proposed rule in the NPRM.

This rule establishes a safety zone
extending 500 meters (1640.4 feet)
around the stern of the FPSO when it is
moored to the turret buoy. If the FPSO
detaches from the turret buoy, the safety
zone of 500 meters (1640.4) will be

measured from the center point of the
turret buoy. No vessel, except those
attending the facility, or those less than
100 feet in length and not engaged in
towing will be permitted to enter the
safety zone without obtaining
permission from Commander, Eighth
Coast Guard District or a designated
representative.

V. Regulatory Analyses

We developed this rule after
considering numerous statutes and
executive orders (E.O.s) related to
rulemaking. Below we summarize our
analyses based on these statutes and
executive orders, and we discuss First
Amendment rights of protestors.

A. Regulatory Planning and Review

E.O.s 12866 and 13563 direct agencies
to assess the costs and benefits of
available regulatory alternatives and, if
regulation is necessary, to select
regulatory approaches that maximize
net benefits. E.O. 13563 emphasizes the
importance of quantifying both costs
and benefits, of reducing costs, of
harmonizing rules, and of promoting
flexibility. This rule has not been
designated a “‘significant regulatory
action,” under E.O. 12866. Accordingly,
it has not been reviewed by the Office
of Management and Budget.

This rule is not a significant
regulatory action due to the location of
the Turritella FPSO—on the Outer
Continental Shelf—and its distance
from both land and safety fairways.
Vessel traffic can pass safely around the
safety zone using alternate routes.
Exceptions to this rule include vessels
measuring less than 100 feet in length
overall and not engaged in towing.
Deviation to transit through the safety
zone may be requested. Such requests
will be considered on a case-by-case
basis and may be authorized by the
Commander, Eighth Coast Guard
District or a designated representative.

B. Impact on Small Entities

The Regulatory Flexibility Act of 1980
(RFA), 5 U.S.C. 601-612, as amended,
requires federal agencies to consider the
potential impact of regulations on small
entities during rulemaking. The term
“small entities” comprises small
businesses, not-for-profit organizations
that are independently owned and
operated and are not dominant in their
fields, and governmental jurisdictions
with populations of less than 50,000.
The Coast Guard received 0 comments
from the Small Business Administration
on this rulemaking. The Coast Guard
certifies under 5 U.S.C. 605(b) that this
rule would not have a significant

economic impact on a substantial
number of small entities.

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

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

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

C. Collection of Information

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

D. Federalism and Indian Tribal
Government

A rule has implications for federalism
under E.O. 13132, Federalism, if it has
a substantial direct effect on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government. We have analyzed
this rule under that Order and have
determined that it is consistent with the
fundamental federalism principles and
preemption requirements described in
E.O. 13132.

Also, this rule does not have tribal
implications under E.O. 13175,
Consultation and Coordination with
Indian Tribal Governments, because it
does not have a substantial direct effect
on one or more Indian tribes, on the
relationship between the Federal
Government and Indian tribes, or on the
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distribution of power and
responsibilities between the Federal
Government and Indian tribes. If you
believe this rule has implications for
federalism or Indian tribes, please
contact the person listed in the FOR
FURTHER INFORMATION CONTACT section
above.

E. Unfunded Mandates Reform Act

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

F. Environment

We have analyzed this rule under
Department of Homeland Security
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. This rule
involves the establishment of a safety
zone around an OCS Facility to protect
life, property and the marine
environment. This rule is categorically
excluded from further review under
paragraph 34(g) of Figure 2—1 of the
Commandant Instruction. The
environmental analysis checklist
supporting this determination and
Categorical Exclusion Determination are
available in the docket where indicated
under ADDRESSES.

G. Protest Activities

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

List of Subjects in 33 CFR Part 147
Continental shelf, Marine safety,
Navigation (water).

For the reasons discussed in the
preamble, the Coast Guard amends 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;
and Department of Homeland Security
Delegation No. 0170.1.

m 2. Add § 147.863 to read as follows:

§147.863 Turritella FPSO System Safety
Zone.

(a) Description. The Turritella, a
Floating Production, Storage and
Offloading (FPSO) system is to be
installed in the deepwater area of the
Gulf of Mexico at Walker Ridge 551. The
FPSO can swing in a 360 degree arc
around the center point of the turret
buoy’s swing circle at 26°25’38.74” N.,
90°48’45.34” W., and the area within
500 meters (1640.4 feet) around the
stern of the FPSO when it is moored to
the turret buoy is a safety zone. If the
FPSO detaches from the turret buoy, the
area within 500 meters (1640.4 feet)
around the center point at 26°25’38.74”
N., 90°48’45.34” W. is a safety zone.

(b) Regulation. No vessel may enter or
remain in this safety zone except the
following:

(1) An attending vessel;

(2) A vessel under 100 feet in length
overall not engaged in towing; or

(3) A vessel authorized by the
Commander, Eighth Coast Guard
District.

Dated: October 27, 2015.
David R. Callahan,

Rear Admiral, U.S. Coast Guard, Commander,
Eighth Coast Guard District.

[FR Doc. 2015-29449 Filed 11-17-15; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 147

[Docket No. USCG-2015-0320]

RIN 1625-AA00

Safety Zone; Titan SPAR, Mississippi

Canyon 941, Outer Continental Shelf
on the Gulf of Mexico

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

SUMMARY: The Coast Guard is
establishing a safety zone around the
Titan SPAR system, located in
Mississippi Canyon Block 941 on the
Outer Continental Shelf (OCS) in the
Gulf of Mexico. The purpose of the
safety zone is to protect the facility from
all vessels operating outside the normal

shipping channels and fairways that are
not providing services to or working
with the facility. Placing a safety zone
around the facility will significantly
reduce the threat of allisions, collisions,
security breaches, oil spills, releases of
natural gas, and thereby protect the
safety of life, property, and the
environment.

DATES: This rule is effective December
18, 2015.

ADDRESSES: To view documents
mentioned in this preamble as being
available in the docket, go to http://
www.regulations.gov, type USCG-2015—
0320 in the “SEARCH” box and click
“SEARCH.” Click on Open Docket
Folder on the line associated with this
rulemaking.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
email Mr. Rusty Wright, U.S. Coast
Guard, District Eight Waterways
Management Branch; telephone 504—
671-2138, rusty.h.wright@uscg.mil.
SUPPLEMENTARY INFORMATION:

1. Table of Abbreviations

DHS Department of Homeland Security

FR Federal Register

NPRM Notice of Proposed Rulemaking

OCS Outer Continental Shelf

SPAR A large diameter, vertical cylinder
supporting a deck

USCG United States Coast Guard

II. Background Information and
Regulatory History

Bennu Oil and Gas requested that the
Coast Guard establish a safety zone
extending 500 meters (1640.4 feet) from
each point on the Titan SPAR facility
structure’s outermost edge located in the
deepwater area of the Gulf of Mexico on
the OCS. The purpose of the safety zone
is to protect the facility from all vessels
operating outside the normal shipping
channels and fairways that are not
providing services to or working with
the facility. Therefore, on July 24, 2015
we published a NPRM with a request for
comments entitled, “Safety Zones: Titan
SPAR, Mississippi Canyon 941, Outer
Continental Shelf on the Gulf of
Mexico” in the Federal Register (80 FR
43998). We received no comments on
the NPRM.

III. Legal Authority and Need for Rule

The Coast Guard is issuing this rule
under authority in 14 U.S.C. 85, 43
U.S.C. 1333, Department of Homeland
Security Delegation No. 0170.1, and
Title 33, CFR part 147, which
collectively permit the establishment of
safety zones for facilities located on the
OCS for the purpose of protecting life,
property and the marine environment.
The Coast Guard has determined that a
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safety zone is necessary to protect the
facility from all vessels operating
outside the normal shipping channels
and fairways that are not providing
services to or working with the facility.
The purpose of the rule is to
significantly reduce the threat of
allisions, oil spills, and releases of
natural gas, and thereby protect the
safety of life, property, and the
environment.

For the purpose of safety zones
established under 33 CFR part 147, the
deepwater area is considered to be
waters of 304.8 meters (1,000 feet) or
greater depth extending to the limits of
the Exclusive Economic Zone (EEZ)
contiguous to the territorial sea of the
United States and extending to a
distance up to 200 nautical miles from
the baseline from which the breadth of
the sea is measured. Navigation in the
vicinity of the safety zone consists of
large commercial shipping vessels,
fishing vessels, cruise ships, tugs with
tows and the occasional recreational
vessel. The deepwater area also includes
an extensive system of fairways.

IV. Discussion of Comments, Changes
and the Final Rule

As noted above, we received no
comments on our NPRM published July
24, 2015. There are no changes in the
regulatory text of this rule from the
proposed rule in the NPRM.

This rule establishes a safety zone
extending 500 meters (1640.4 feet) from
each point on the Titan SPAR facility
structure’s outermost edge. No vessel,
except those attending the facility, or
those less than 100 feet in length and
not engaged in towing will be permitted
to enter the safety zone without
obtaining permission from Commander,
Eighth Coast Guard District or a
designated representative.

V. Regulatory Analyses

We developed this rule after
considering numerous statutes and
executive orders (E.O.s) related to
rulemaking. Below we summarize our
analyses based on these statutes and
executive orders, and we discuss First
Amendment rights of protestors.

A. Regulatory Planning and Review

E.O.s 12866 and 13563 direct agencies
to assess the costs and benefits of
available regulatory alternatives and, if
regulation is necessary, to select
regulatory approaches that maximize
net benefits. E.O. 13563 emphasizes the
importance of quantifying both costs
and benefits, of reducing costs, of
harmonizing rules, and of promoting
flexibility. This rule has not been
designated a “‘significant regulatory

action,” under E.O. 12866. Accordingly,
it has not been reviewed by the Office
of Management and Budget.

This rule is not a significant
regulatory action due to the location of
the Titan SPAR—on the Outer
Continental Shelf—and its distance
from both land and safety fairways.
Vessel traffic can pass safely around the
safety zone using alternate routes.
Exceptions to this rule include vessels
measuring less than 100 feet in length
overall and not engaged in towing.
Deviation to transit through the safety
zone may be requested. Such requests
will be considered on a case-by-case
basis and may be authorized by the
Commander, Eighth Coast Guard
District or a designated representative.

B. Impact on Small Entities

The Regulatory Flexibility Act of 1980
(RFA), 5 U.S.C. 601-612, as amended,
requires federal agencies to consider the
potential impact of regulations on small
entities during rulemaking. The term
“small entities” comprises small
businesses, not-for-profit organizations
that are independently owned and
operated and are not dominant in their
fields, and governmental jurisdictions
with populations of less than 50,000.
The Coast Guard received 0 comments
from the Small Business Administration
on this rulemaking. The Coast Guard
certifies under 5 U.S.C. 605(b) that this
rule would not have a significant
economic impact on a substantial
number of small entities.

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

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

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you

wish to comment on actions by
employees of the Coast Guard, call 1—-
888—-REG-FAIR (1-888-734—3247). The
Coast Guard will not retaliate against
small entities that question or complain
about this rule or any policy or action
of the Coast Guard.

C. Collection of Information

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

D. Federalism and Indian Tribal
Government

A rule has implications for federalism
under E.O. 13132, Federalism, if it has
a substantial direct effect on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government. We have analyzed
this rule under that Order and have
determined that it is consistent with the
fundamental federalism principles and
preemption requirements described in
E.O. 13132.

Also, this rule does not have tribal
implications under E.O. 13175,
Consultation and Coordination with
Indian Tribal Governments, because it
does not have a substantial direct effect
on one or more Indian tribes, on the
relationship between the Federal
Government and Indian tribes, or on the
distribution of power and
responsibilities between the Federal
Government and Indian tribes. If you
believe this rule has implications for
federalism or Indian tribes, please
contact the person listed in the FOR
FURTHER INFORMATION CONTACT section
above.

E. Unfunded Mandates Reform Act

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

F. Environment

We have analyzed this rule under
Department of Homeland Security
Management Directive 023—01 and
Commandant Instruction M16475.1D,
which guide the Coast Guard in
complying with the National
Environmental Policy Act of 1969
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(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. This rule
involves the establishment of a safety
zone around an OCS Facility to protect
life, property and the marine
environment. This rule is categorically
excluded from further review under
paragraph 34(g) of Figure 2—1 of the
Commandant Instruction. The
environmental analysis checklist
supporting this determination and
Categorical Exclusion Determination are
available in the docket where indicated
under ADDRESSES.

G. Protest Activities

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

List of Subjects in 33 CFR Part 147

Continental shelf, Marine safety,
Navigation (water).

For the reasons discussed in the
preamble, the Coast Guard amends 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;
and Department of Homeland Security
Delegation No. 0170.1.

m 2. Add § 147.865 to read as follows:

§147.865 Titan SPAR Facility Safety Zone.

(a) Description. The Titan SPAR
system is in the deepwater area of the
Gulf of Mexico at Mississippi Canyon
941. The facility is located at 28°02°02”
N. 89°06’04” W. and the area within 500
meters (1640.4 feet) from each point on
the facility structure’s outer edge is a
safety zone.

(b) Regulation. No vessel may enter or
remain in this safety zone except the
following:

(1) An attending vessel;
(2) A vessel under 100 feet in length
overall not engaged in towing; or

(3) A vessel authorized by the
Commander, Eighth Coast Guard
District.

Dated: October 27, 2015.
David R. Callahan,

Rear Admiral, U.S. Coast Guard, Commander,
Eighth Coast Guard District.

[FR Doc. 2015—-29448 Filed 11-17-15; 8:45 am]
BILLING CODE 9110-04-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2015-0376; FRL-9936-48]
2-Propenoic Acid, Polymer With
Ethenylbenzene and (1-

Methylethenyl)benzene; Tolerance
Exemption

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

SUMMARY: This regulation establishes an
exemption from the requirement of a
tolerance for residues of 2-propenoic
acid, polymer with ethenylbenzene and
(1-methylethenyl)benzene with a
minimum average molecular weight (in
amu) of 2,000 (CAS Reg. No. 52831-04—
6) when used as an inert ingredient in

a pesticide chemical formulation. BASF
Corporation, submitted a petition to
EPA under the Federal Food, Drug, and
Cosmetic Act (FFDCA), requesting an
exemption from the requirement of a
tolerance. This regulation eliminates the
need to establish a maximum
permissible level for residues of 2-
propenoic acid, polymer with
ethenylbenzene and (1-
methylethenyl)benzene on food or feed
commodities.

DATES: This regulation is effective
November 18, 2015. Objections and
requests for hearings must be received
on or before January 19, 2016, and must
be filed in accordance with the
instructions provided in 40 CFR part
178 (see also Unit I.C. of the
SUPPLEMENTARY INFORMATION).

ADDRESSES: The docket for this action,
identified by docket identification (ID)
number EPA-HQ-OPP-2015-0376, is
available at http://www.regulations.gov
or at the Office of Pesticide Programs
Regulatory Public Docket (OPP Docket)
in the Environmental Protection Agency
Docket Center (EPA/DC), West William
Jefferson Clinton Bldg., Rm. 3334, 1301
Constitution Ave. NW., Washington, DC
20460-0001. The Public Reading Room
is open from 8:30 a.m. to 4:30 p.m.,
Monday through Friday, excluding legal
holidays. The telephone number for the
Public Reading Room is (202) 566—1744,
and the telephone number for the OPP
Docket is (703) 305-5805. Please review

the visitor instructions and additional
information about the docket available
at http://www.epa.gov/dockets.

FOR FURTHER INFORMATION CONTACT:
Susan Lewis, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave. NW., Washington,
DC 20460-0001; main telephone
number: (703) 305—7090; email address:
RDFRNotices@epa.gov.

SUPPLEMENTARY INFORMATION:

1. General Information

A. Does this action apply to me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. The following
list of North American Industrial
Classification System (NAICS) codes is
not intended to be exhaustive, but rather
provides a guide to help readers
determine whether this document
applies to them. Potentially affected
entities may include:

e Crop production (NAICS code 111).

e Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

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

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

C. Can I file an objection or hearing
request?

Under FFDCA section 408(g), 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2015-0376 in the subject line on
the first page of your submission. All
objections and requests for a hearing
must be in writing, and must be
received by the Hearing Clerk on or
before January 19, 2016. Addresses for
mail and hand delivery of objections
and hearing requests are provided in 40
CFR 178.25(b).

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
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submit a copy of the filing (excluding
any Confidential Business Information
(CBI)) for inclusion in the public docket.
Information not marked confidential
pursuant to 40 CFR part 2 may be
disclosed publicly by EPA without prior
notice. Submit the non-CBI copy of your
objection or hearing request, identified
by docket ID number EPA-HQ-OPP-
2015-0376, by one of the following
methods.

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

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

e Hand Delivery: To make special
arrangements for hand delivery or
delivery of boxed information, please
follow the instructions at http://
www.epa.gov/dockets/contacts.html.
Additional instructions on commenting
or visiting the docket, along with more
information about dockets generally, is
available at
http://www.epa.gov/dockets.

II. Background and Statutory Findings

In the Federal Register of August 26,
2015 (80 FR 51759) (FRL-9931-74),
EPA issued a document pursuant to
FFDCA section 408, 21 U.S.C. 346a,
announcing the receipt of a pesticide
petition (PP) IN-10814 filed by BASF
Corporation, 100 Park Avenue, Florham
Park, NJ 07932. The petition requested
that 40 CFR 180.960 be amended by
establishing an exemption from the
requirement of a tolerance for residues
of 2-propenoic acid, polymer with
ethenylbenzene and (1-
methylethenyl)benzene (CAS Reg. No.
52831—-04-6). That document included a
summary of the petition prepared by the
petitioner and solicited comments on
the petitioner’s request. There were no
comments received in response to the
notice of filing.

Section 408(c)(2)(A)(i) of FFDCA
allows EPA to establish an exemption
from the requirement for a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the exemption is “safe.”
Section 408(c)(2)(A)(ii) of FFDCA
defines ““safe”” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and

use in residential settings, but does not
include occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing an
exemption from the requirement of a
tolerance and to “‘ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue . . . ” and specifies
factors EPA is to consider in
establishing an exemption.

III. Risk Assessment and Statutory
Findings

EPA establishes exemptions from the
requirement of a tolerance only in those
cases where it can be shown that the
risks from aggregate exposure to
pesticide chemical residues under
reasonably foreseeable circumstances
will pose no appreciable risks to human
health. In order to determine the risks
from aggregate exposure to pesticide
inert ingredients, the Agency considers
the toxicity of the inert in conjunction
with possible exposure to residues of
the inert ingredient through food,
drinking water, and through other
exposures that occur as a result of
pesticide use in residential settings. If
EPA is able to determine that a finite
tolerance is not necessary to ensure that
there is a reasonable certainty that no
harm will result from aggregate
exposure to the inert ingredient, an
exemption from the requirement of a
tolerance may be established.

Consistent with FFDCA section
408(b)(2)(D), EPA has reviewed the
available scientific data and other
relevant information in support of this
action and considered its validity,
completeness and reliability and the
relationship of this information to
human risk. EPA has also considered
available information concerning the
variability of the sensitivities of major
identifiable subgroups of consumers,
including infants and children. In the
case of certain chemical substances that
are defined as polymers, the Agency has
established a set of criteria to identify
categories of polymers expected to
present minimal or no risk. The
definition of a polymer is given in 40
CFR 723.250(b) and the exclusion
criteria for identifying these low-risk
polymers are described in 40 CFR
723.250(d).

2-propenoic acid, polymer with
ethenylbenzene and (1-
methylethenyl)benzene conforms to the
definition of a polymer given in 40 CFR
723.250(b) and meets the following
criteria that are used to identify low-risk
polymers.

1. The polymer is not a cationic
polymer nor is it reasonably anticipated
to become a cationic polymer in a
natural aquatic environment.

2. The polymer does contain as an
integral part of its composition the
atomic elements carbon, hydrogen, and
oxygen.

3. The polymer does not contain as an
integral part of its composition, except
as impurities, any element other than
those listed in 40 CFR 723.250(d)(2)(ii).

4. The polymer is neither designed
nor can it be reasonably anticipated to
substantially degrade, decompose, or
depolymerize.

5. The polymer is manufactured or
imported from monomers and/or
reactants that are already included on
the TSCA Chemical Substance
Inventory or manufactured under an
applicable TSCA section 5 exemption.

6. The polymer is not a water
absorbing polymer with a number
average molecular weight (MW) greater
than or equal to 10,000 daltons.

7. The polymer does not contain
certain perfluoroalkyl moieties
consisting of a CF3- or longer chain
length as specified in 40 CFR
723.250(d)(6).

Additionally, the polymer also meets
as required the following exemption
criteria specified in 40 CFR 723.250(e).

8. The polymer’s minimum number
average MW is greater than 1,000 and
less than 10,000 daltons. The polymer
contains less than 10% oligomeric
material below MW 500 and less than
25% oligomeric material below MW
1,000, and the polymer does not contain
any reactive functional groups.

Thus, 2-propenoic acid, polymer with
ethenylbenzene and (1-
methylethenyl)benzene meets the
criteria for a polymer to be considered
low risk under 40 CFR 723.250. Based
on its conformance to the criteria in this
unit, no mammalian toxicity is
anticipated from dietary, inhalation, or
dermal exposure 2-propenoic acid,
polymer with ethenylbenzene and (1-
methylethenyl)benzene.

IV. Aggregate Exposures

For the purposes of assessing
potential exposure under this
exemption, EPA considered that 2-
propenoic acid, polymer with
ethenylbenzene and (1-
methylethenyl)benzene could be present
in all raw and processed agricultural
commodities and drinking water, and
that non-occupational non-dietary
exposure was possible. The minimum
number average MW of 2-propenoic
acid, polymer with ethenylbenzene and
(1-methylethenyl)benzene is 2,000
daltons. Generally, a polymer of this
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size would be poorly absorbed through
the intact gastrointestinal tract or
through intact human skin. Since 2-
propenoic acid, polymer with
ethenylbenzene and (1-
methylethenyl)benzene conform to the
criteria that identify a low-risk polymer,
there are no concerns for risks
associated with any potential exposure
scenarios that are reasonably
foreseeable. The Agency has determined
that a tolerance is not necessary to
protect the public health.

V. Cumulative Effects From Substances
With a Common Mechanism of Toxicity

Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the
cumulative effects of a particular
pesticide’s residues and “‘other
substances that have a common
mechanism of toxicity.”

EPA has not found 2-propenoic acid,
polymer with ethenylbenzene and (1-
methylethenyl)benzene to share a
common mechanism of toxicity with
any other substances, and 2-propenoic
acid, polymer with ethenylbenzene and
(1-methylethenyl)benzene does not
appear to produce a toxic metabolite
produced by other substances. For the
purposes of this tolerance action,
therefore, EPA has assumed that -2-
propenoic acid, polymer with
ethenylbenzene and (1-
methylethenyl)benzene does not have a
common mechanism of toxicity with
other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see EPA’s Web site at
http://www.epa.gov/pesticides/
cumulative.

VI. Additional Safety Factor for the
Protection of Infants and Children

Section 408(b)(2)(C) of FFDCA
provides that EPA shall apply an
additional tenfold margin of safety for
infants and children in the case of
threshold effects to account for prenatal
and postnatal toxicity and the
completeness of the data base unless
EPA concludes that a different margin of
safety will be safe for infants and
children. Due to the expected low
toxicity of 2-propenoic acid, polymer
with ethenylbenzene and (1-
methylethenyl)benzene, EPA has not
used a safety factor analysis to assess
the risk. For the same reasons the
additional tenfold safety factor is
unnecessary.

VII. Determination of Safety

Based on the conformance to the
criteria used to identify a low-risk
polymer, EPA concludes that there is a
reasonable certainty of no harm to the
U.S. population, including infants and
children, from aggregate exposure to
residues of 2-propenoic acid, polymer
with ethenylbenzene and (1-
methylethenyl)benzene.

VIII. Other Considerations

A. Existing Exemptions From a
Tolerance

There are no existing tolerance
exemptions for 2-propenoic acid,
polymer with ethenylbenzene and (1-
methylethenyl)benzene.

B. Analytical Enforcement Methodology

An analytical method is not required
for enforcement purposes since the
Agency is establishing an exemption
from the requirement of a tolerance
without any numerical limitation.

C. International Residue Limits

In making its tolerance decisions, EPA
seeks to harmonize U.S. tolerances with
international standards whenever
possible, consistent with U.S. food
safety standards and agricultural
practices. EPA considers the
international maximum residue limits
(MRLs) established by the Codex
Alimentarius Commission (Codex), as
required by FFDCA section 408(b)(4).
The Codex Alimentarius is a joint
United Nations Food and Agriculture
Organization/World Health
Organization food standards program,
and it is recognized as an international
food safety standards-setting
organization in trade agreements to
which the United States is a party. EPA
may establish a tolerance that is
different from a Codex MRL; however,
FFDCA section 408(b)(4) requires that
EPA explain the reasons for departing
from the Codex level.

The Codex has not established a MRL
for 2-propenoic acid, polymer with
ethenylbenzene and (1-
methylethenyl)benzene.

IX. Conclusion

Accordingly, EPA finds that
exempting residues of polymers of
tamarind seed gum, 2-hydroxypropyl
ether from the requirement of a
tolerance will be safe.

X. Statutory and Executive Order
Reviews

This action establishes a tolerance
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and

Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled “Regulatory
Planning and Review” (58 FR 51735,
October 4, 1993). Because this action
has been exempted from review under
Executive Order 12866, this action is
not subject to Executive Order 13211,
entitled “Actions Concerning
Regulations That Significantly Affect
Energy Supply, Distribution, or Use” (66
FR 28355, May 22, 2001) or Executive
Order 13045, entitled “Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997). This action does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA) (44
U.S.C. 3501 et seq.), nor does it require
any special considerations under
Executive Order 12898, entitled
“Federal Actions to Address
Environmental Justice in Minority
Populations and Low-Income
Populations” (59 FR 7629, February 16,
1994).

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

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

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

XI. Congressional Review Act

Pursuant to the Congressional Review
Act (5 U.S.C. 801 et seq.), EPA will
submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of the rule in the Federal
Register. This action is not a “‘major
rule” as defined by 5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180

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

Dated: November 9, 2015.
Susan Lewis,
Director, Registration Division, Office of
Pesticide Programs.

Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

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

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

m 2.In § 180.960, add alphabetically the
following polymer to the table to read as
follows:

§ 180.960 Polymers; exemptions from the
requirement of a tolerance.
* * * * *

Polymer CAS No.

* * * * *

2-Propenoic acid, polymer
with ethenylbenzene and
(1-methylethenyl)benzene,
minimum number average
molecular weight (in amu),
2,000

52831-04-6.

[FR Doc. 2015-29466 Filed 11-17-15; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2015-0179; FRL-9933-61]
Flutriafol; Pesticide Tolerances

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Final rule.

SUMMARY: This regulation establishes a
tolerances for residues of flutriafol in or
on hop, dried cones. Cheminova A/S,
c/o Cheminova, Inc. requested this
tolerances under the Federal Food,
Drug, and Cosmetic Act (FFDCA).
Additionally, tolerances are being
removed that were inadvertently
returned from an earlier Final rule.
DATES: This regulation is effective
November 18, 2015. Objections and
requests for hearings must be received
on or before January 19, 2016, and must
be filed in accordance with the
instructions provided in 40 CFR part
178 (see also Unit I.C. of the
SUPPLEMENTARY INFORMATION).
ADDRESSES: The docket for this action,
identified by docket identification (ID)
number EPA-HQ-OPP-2015-0179, is
available at http://www.regulations.gov
or at the Office of Pesticide Programs
Regulatory Public Docket (OPP Docket)
in the Environmental Protection Agency
Docket Center (EPA/DC), West William
Jefferson Clinton Bldg., Rm. 3334, 1301
Constitution Ave. NW., Washington, DC
20460-0001. The Public Reading Room
is open from 8:30 a.m. to 4:30 p.m.,
Monday through Friday, excluding legal
holidays. The telephone number for the
Public Reading Room is (202) 566—1744,
and the telephone number for the OPP
Docket is (703) 305-5805. Please review
the visitor instructions and additional
information about the docket available
at http://www.epa.gov/dockets.

FOR FURTHER INFORMATION CONTACT:
Susan Lewis, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave. NW., Washington,
DC 20460-0001; main telephone
number: (703) 305—7090; email address:
RDFRNotices@epa.gov.

SUPPLEMENTARY INFORMATION:

I. General Information

A. Does this action apply to me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. The following
list of North American Industrial
Classification System (NAICS) codes is
not intended to be exhaustive, but rather
provides a guide to help readers
determine whether this document
applies to them. Potentially affected
entities may include:

e Crop production (NAICS code 111).

e Animal production (NAICS code
112).

e Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

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

You may access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Printing Office’s e-CFR
site at http://www.ecfr.gov/cgi-bin/text-
idx?&c=ecfr&tpl=/ecfrbrowse/Title40/
40tab 02.tpl.

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

Under FFDCA section 408(g), 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2015-0179 in the subject line on
the first page of your submission. All
objections and requests for a hearing
must be in writing, and must be
received by the Hearing Clerk on or
before January 19, 2016. Addresses for
mail and hand delivery of objections
and hearing requests are provided in 40
CFR 178.25(b).

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing (excluding
any Confidential Business Information
(CBI)) for inclusion in the public docket.
Information not marked confidential
pursuant to 40 CFR part 2 may be
disclosed publicly by EPA without prior
notice. Submit the non-CBI copy of your
objection or hearing request, identified
by docket ID number EPA-HQ-OPP—
2015-0179, by one of the following
methods:

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

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

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

Additional instructions on
commenting or visiting the docket,
along with more information about
dockets generally, is available at
http://www.epa.gov/dockets.
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II. Summary of Petitioned-for Tolerance
and This Action

In the Federal Register of April 22,
2015 (80 FR 22466) (FRL—9925-79),
EPA issued a document pursuant to
FFDCA section 408(d)(3), 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 4F8294) by
Cheminova Inc., ¢c/o Cheminova A/S,
1600 Wilson Blvd., Suite 700, Arlington,
VA 22209-2510. The petition requested
that 40 CFR 180.629 be amended by
establishing tolerances for residues of
the fungicide flutriafol, ((£)-o-(2-
fluorophenyl)-o-(4-fluorophenyl)-1H—
1,2,4-triazole-1-ethanol), in or on hops,
dried cones at 20 parts per million
(ppm). That document referenced a
summary of the petition prepared by
Cheminova Inc., c/o Cheminova A/S,
the registrant, which is available in the
docket, http://www.regulations.gov.
There were no comments received in
response to the notice of filing. For
purposes of accuracy, the Agency notes
that a harmless error was made in the
notice of filing publication and is
correcting that misstatement here: The
petition was actually filed by
Cheminova A/S, c/o Cheminova, Inc.

Additionally, in the Federal Register
of February 4, 2015 (80 FR 5946) (FRL—
9922-06) EPA established tolerances for
residues of flutriafol, in or on several
commodities, including cotton, gin
byproducts at 6.0 ppm and cotton,
undelinted seed at 0.50 ppm. When
establishing the general tolerances in
paragraph (a) for cotton, gin byproducts
at 6.0 ppm and cotton, undelinted seed
at 0.50 ppm, EPA inadvertently forgot to
remove the existing tolerances for
cotton, gin byproducts at 0.02 ppm and
cotton, undelinted seed at 0.01 ppm
from the table in paragraph (d) for
Indirect or inadvertent residues. These
indirect tolerances were made
redundant by the establishment of the
tolerances in the General section at a
higher level for the same commodities.
Therefore, EPA is removing the cotton,
gin byproducts and cotton, undelinted
seed tolerances established in
§180.629(d).

III. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)@) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines “safe”” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all

other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “‘ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue. . . .”

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

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. Consistent with
the mammalian toxicity profiles of the
other triazole fungicides, the prevalent
adverse effects following oral exposure
to flutriafol were in the liver. Effects
consisted of increases in liver enzyme
release (alkaline phosphatase), liver
weights, and histopathology findings
(hepatocyte vacuolization to
centrilobular hypertrophy and slight
increases in hemosiderin-laden Kupffer
cells, minimal to severe fatty changes,
and bile duct proliferation/cholangiolar
fibrosis). Progression of toxicity
occurred with time as some effects were
only observed at chronic durations.

Slight indications of effects in the
hematopoietic system were sporadically
seen in all species consisting of slight
anemia, increased platelets, white blood
cells, neutrophils, and lymphocytes.
The effects in the neurotoxicity
screening batteries were observed only
at higher doses and were considered
secondary effects (decreased motor
activity and hindlimb grip strength,
ptosis, lost righting reflex, hunched
posture, and ataxia). Flutriafol showed
no evidence of dermal toxicity, or
immunotoxicity. Flutriafol showed no

evidence of carcinogenicity in rodents
or in vitro.

There is evidence of increased
quantitative and qualitative pre- and
postnatal susceptibility for flutriafol in
rats and rabbits. In the first of two rat
developmental toxicity studies,
developmental effects (delayed
ossification or non-ossification of the
skeleton in the fetuses) were observed at
a lower dose than that where maternal
effects were observed. In the second rat
developmental study, developmental
effects (external, visceral, and skeletal
malformations; embryo lethality;
skeletal variations; a generalized delay
in fetal development; and fewer live
fetuses) were more severe than the
decreased food consumption and body-
weight gains observed in the dams at the
same dose. For rabbits, intrauterine
deaths occurred at a dose level that also
caused adverse effects in maternal
animals. In the 2-generation
reproduction studies, effects in the
offspring decreased litter size and
percentage of live births (increased pup
mortality) and liver toxicity can be
attributed to the systemic toxicity of the
parental animals (decreased body
weight and food consumption and liver
toxicity) observed at the same dose.

Flutriafol is categorized as having
high oral acute toxicity in the mouse. It
is categorized as having low acute
toxicity via the oral, dermal and
inhalation routes in rats. Flutriafol is
minimally irritating to the eyes and is
not a dermal irritant. Flutriafol was not
shown to be a skin sensitizer when
tested in guinea pigs.

Flutriafol is considered to be “Not
likely to be Carcinogenic to Humans”
based on the results of the
carcinogenicity studies in rats and mice.
The results of the rat chronic toxicity/
carcinogenicity study and the mouse
carcinogenicity study are negative for
carcinogenicity. All genotoxicity studies
on flutriafol showed no evidence of
clastogenicity or mutagenicity.

Specific information on the studies
received and the nature of the adverse
effects caused by flutriafol as well as the
no-observed-adverse-effect-level
(NOAEL) and the lowest-observed-
adverse-effect-level (LOAEL) from the
toxicity studies are discussed in the
final rule published in the Federal
Register of June 6, 2014 (79 FR 32666)
(FRL-9910-38).

B. Toxicological Points of Departure/
Levels of Concern

Once a pesticide’s toxicological
profile is determined, EPA identifies
toxicological points of departure (POD)
and levels of concern to use in
evaluating the risk posed by human
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exposure to the pesticide. For hazards
that have a threshold below which there
is no appreciable risk, the toxicological
POD is used as the basis for derivation
of reference values for risk assessment.
PODs are developed based on a careful
analysis of the doses in each
toxicological study to determine the
dose at which the NOAEL and the
LOAEL are identified. Uncertainty/
safety factors are used in conjunction
with the POD to calculate a safe
exposure level—generally referred to as
a population-adjusted dose (PAD) or a
reference dose (RfD)—and a safe margin
of exposure (MOE). For non-threshold
risks, the Agency assumes that any
amount of exposure will lead to some
degree of risk. Thus, the Agency
estimates risk in terms of the probability
of an occurrence of the adverse effect
expected in a lifetime. For more
information on the general principles
EPA uses in risk characterization and a
complete description of the risk
assessment process, see http://
www2.epa.gov/pesticide-science-and-
assessing-pesticide-risks/assessing-
human-health-risk-pesticides.

A summary of the toxicological
endpoints for flutriafol used for human
risk assessment is discussed in Unit
IIL.B. of the final rule published in the
Federal Register of June 6, 2014.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to flutriafol, EPA considered
exposure under the petitioned-for
tolerances as well as all existing
flutriafol tolerances in 40 CFR 180.629.
EPA assessed dietary exposures from
flutriafol in food as follows:

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

Such effects were identified for
flutriafol. In estimating acute dietary
exposure, EPA used food consumption
information from the United States
Department of Agriculture (USDA)
Nationwide Health and Nutrition
Examination Survey, What We Eat In
America (NHANES/WWEIA) conducted
from 2003-2008. As to residue levels in
food, EPA made the following
assumptions for the acute exposure
assessment: Tolerance-level residues or
tolerance-level residues adjusted to
account for the residues of concern for
risk assessment and 100 percent crop
treated (PCT). Since adequate
processing studies have been submitted
which indicate that tolerances for

residues in/on apple juice, grape juice,
dried prunes, and tomato puree are
unnecessary and since tolerances for
residues in/on raisin and tomato paste
tolerances are established, the DEEM
(ver. 7.81) default processing factors for
these commodities were reduced to 1.
The DEEM (ver. 7.81) default processing
factors were retained for the remaining
relevant commodities.

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used the food consumption data
from the USDA NHANES/WWEIA
conducted from 2003-2008. As to
residue levels in food, EPA made the
following assumptions for the chronic
exposure assessment: Tolerance-level
residues or tolerance-level residues
adjusted to account for the residues of
concern for risk assessment and 100
PCT. Since adequate processing studies
have been submitted which indicate
that tolerances for residues in/on apple
juice, grape juice, dried prunes, and
tomato puree are unnecessary and since
tolerances for residues in/on raisin and
tomato paste tolerances are established,
the DEEM (ver. 7.81) default processing
factors for these commodities were
reduced to 1. The DEEM (ver. 7.81)
default processing factors were retained
for the remaining relevant commodities.

iii. Cancer. Based on the data
summarized in Unit II.A., EPA has
concluded that flutriafol does not pose
a cancer risk to humans. Therefore, a
dietary exposure assessment for the
purpose of assessing cancer risk is
unnecessary.

iv. Anticipated residue and percent
crop treated (PCT) information. EPA did
not use anticipated residue and/or PCT
information in the dietary assessment
for flutriafol. Tolerance-level residues
and/or 100 PCT were assumed for all
food commodities.

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

Based on the First Index Reservoir
Screening Tool (FIRST), and Pesticide
Root Zone Model Ground Water (PRZM
GW), the estimated drinking water
concentrations (EDWCs) of flutriafol for
acute exposures are estimated to be 15.9
parts per billion (ppb) for surface water
and 193 ppb for ground water.

For chronic exposures assessments
the EDWC'’s are estimated to be 5.39 ppb
for surface water and 165 ppb for
ground water.

Modeled estimates of drinking water
concentrations were directly entered
into the dietary exposure model. For
acute dietary risk assessment, the water
concentration value of 193 ppb was
used to assess the contribution to
drinking water. For chronic dietary risk
assessment, the water concentration of
value 165 ppb was used to assess the
contribution to drinking water.

3. From non-dietary exposure. The
term ‘‘residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets). Flutriafol
is not registered for any specific use
patterns that would result in residential
exposure.

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

Flutriafol is a member of the triazole-
containing class of pesticides. Although
conazoles act similarly in plants (fungi)
by inhibiting ergosterol biosynthesis,
there is not necessarily a relationship
between their pesticidal activity and
their mechanism of toxicity in
mammals. Structural similarities do not
constitute a common mechanism of
toxicity. Evidence is needed to establish
that the chemicals operate by the same,
or essentially the same, sequence of
major biochemical events. In conazoles,
however, a variable pattern of
toxicological responses is found; some
are hepatotoxic and hepatocarcinogenic
in mice. Some induce thyroid tumors in
rats. Some induce developmental,
reproductive, and neurological effects in
rodents. Furthermore, the conazoles
produce a diverse range of biochemical
events including altered cholesterol
levels, stress responses, and altered
DNA methylation. It is not clearly
understood whether these biochemical
events are directly connected to their
toxicological outcomes. Thus, there is
currently no evidence to indicate that
conazoles share common mechanisms of
toxicity and EPA is not following a
cumulative risk approach based on a
common mechanism of toxicity for the
conazoles. For information regarding
EPA’s procedures for cumulating effects
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from substances found to have a
common mechanism of toxicity, see
EPA’s Web site at http://www2.epa.gov/
pesticide-science-and-assessing-
pesticide-risks/cumulative-assessment-
risk-pesticides.

Triazole-derived pesticides can form
the metabolite 1,2,4-triazole (T) and two
triazole conjugates triazolylalanine (TA)
and triazolylacetic acid (TAA). To
support existing tolerances and to
establish new tolerances for triazole-
derivative pesticides, EPA conducted an
initial human-health risk assessment for
exposure to T, TA, and TAA resulting
from the use of all current and pending
uses of any triazole-derived fungicide as
of September 1, 2005. The risk
assessment was a highly conservative,
screening-level evaluation in terms of
hazards associated with common
metabolites (e.g., use of a maximum
combination of uncertainty factors) and
potential dietary and non-dietary
exposures (i.e., high-end estimates of
both dietary and non-dietary exposures).
In addition, the Agency retained the
additional 10X Food Quality Protection
Act (FQPA) safety factor (SF) for the
protection of infants and children. The
assessment included evaluations of risk
for various subgroups, including those
comprised of infants and children. The
Agency’s complete risk assessment can
be found in the propiconazole
reregistration docket at http://
www.regulations.gov. Docket ID Number
EPA-HQ-OPP-2005-0497.

The most recent update to that
aggregate human health risk assessment
for free traizoles and its conjugates was
conducted on April 9, 2015. This
assessment considered all proposed/
registered triazole derived pesticides
uses with the resulting risk less than the
Agency’s level of concern. An update to
the aggregate human health risk
assessment for free triazoles and its
conjugates may be found in this current
docket, docket ID number EPA-HQ-
OPP-2015-0179-0014 entitled,
“Common Triazole Metabolites:
Updated Aggregate Human Health Risk
Assessment to Address The New
Section 3 Registrations for Use of
Propiconazole on Tea, Dill, Mustard
Greens, Radish, and Watercress; Use of
Difenoconazole on Globe Artichoke,
Ginseng and Greenhouse Grown
Cucumbers and Conversation of the
Established Foliar Uses/Tolerances for
Stone Fruit and Tree Nut Crop Groups
to Fruit, Stone, Group 12-12 and the
Nut, Tree, Group 14-12.; and Use of
Flutriafol on Hops.”

D. Safety Factor for Infants and
Children

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

2. Prenatal and postnatal sensitivity.
The potential impact of in utero and
perinatal flutriafol exposure was
investigated in three developmental
toxicity studies (two in rats, one in
rabbits) and 2 multi-generation
reproduction toxicity studies in rats. In
the first of two rat developmental
toxicity studies, increased quantitative
susceptibility was observed with
developmental effects (delayed
ossification or non-ossification of the
skeleton in the fetuses) seen at a lower
dose than maternal effects. In the
second rat developmental study, a
qualitative susceptibility was noted.
Although developmental toxicity
occurred at the same dose level that
elicited maternal toxicity, the
developmental effects (external,
visceral, and skeletal malformations;
embryo lethality; skeletal variations; a
generalized delay in fetal development;
and fewer live fetuses) were more severe
than the decreased food consumption
and body-weight gains observed in the
dams. For rabbits, there was in
increased qualitative fetal susceptibly.
Intrauterine deaths occurred at a dose
level that also caused adverse effects in
maternal animals. In the 2-generation
reproduction studies, a qualitative
susceptibility was also seen. Effects in
the offspring decreased litter size and
percentage of live births (increased pup
mortality) and liver toxicity can be
attributed to the systemic toxicity of the
parental animals (decreased body
weight and food consumption and liver
toxicity).

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

i. The toxicity database for flutriafol is
complete.

ii. There is no indication that
flutriafol is a neurotoxic chemical and
there is no need for a developmental
neurotoxicity study or additional UFs to
account for neurotoxicity. Signs of
neurotoxicity were reported in the acute
and subchronic neurotoxicity studies at
the highest dose only; however, these
effects were primarily seen in animals
that were agonal (at the point of death)
and, thus, are not indicative of
neurotoxicity. In addition, there was no
evidence of neurotoxicity in any
additional short-term or long-term
toxicity studies in rats, mice, and dogs.

iii. There are no concerns or residual
uncertainties for prenatal and/or
postnatal toxicity. Although there is
evidence for increased quantitative and
qualitative susceptibility in the prenatal
study in rats and rabbits and the 2-
generation reproduction study rats,
there are no concerns for the offspring
toxicity observed in the developmental
and reproductive toxicity studies for the
following reasons: (1) clear NOAELs and
LOAELSs were established in the fetuses/
offspring for each of these studies; (2)
the dose-response for these effects are
well-defined and characterized; (3)
developmental endpoints are used for
assessing acute dietary risks to the most
sensitive population (females 13—-49
years old) as well as all other short and
intermediate-term exposure scenarios;
(4) the acute reference dose for females
13-49 is 1,000 fold lower than the dose
at which quantitative susceptibility in
the first developmental rat study was
observed; and (5) the chronic reference
dose is greater than 300-fold lower than
the dose at which the offspring effects
were observed in the 2-generation
reproduction studies.

iv. EPA made conservative
(protective) assumptions in the ground
and surface water modeling used to
assess exposure to flutriafol in drinking
water. These assessments will not
underestimate the exposure and risks
posed by flutriafol.

E. Aggregate Risks and Determination of
Safety

EPA determines whether acute and
chronic dietary pesticide exposures are
safe by comparing aggregate exposure
estimates to the acute PAD (aPAD) and
chronic PAD (cPAD). For linear cancer
risks, EPA calculates the lifetime
probability of acquiring cancer given the
estimated aggregate exposure. Short-,
intermediate-, and chronic-term risks
are evaluated by comparing the
estimated aggregate food, water, and
residential exposure to the appropriate
PODs to ensure that an adequate MOE
exists.
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1. Acute risk. Using the exposure
assumptions discussed in this unit for
acute exposure, the acute dietary
exposure from food and water to
flutriafol will occupy 39% of the aPAD
for females 13—49 years, the population
group receiving the greatest % aPAD.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that chronic exposure to flutriafol from
food and water will utilize 96% of the
cPAD for children 1-2 years old, the
population group receiving the greatest
exposure. There are no residential uses
for flutriafol.

3. Short-term risk. Short-term
aggregate exposure takes into account
short-term residential exposure plus
chronic exposure to food and water
(considered to be a background
exposure level). Because there is no
short-term residential exposure, and
chronic dietary exposure has already
been assessed under the appropriately
protective cPAD (which is at least as
protective as the POD used to assess
short-term risk), no further assessment
of short-term risk is necessary, and EPA
relies on the chronic dietary risk
assessment for evaluating short-term
risk for flutriafol.

4. Intermediate-term risk.
Intermediate-term aggregate exposure
takes into account intermediate-term
residential exposure plus chronic
exposure to food and water (considered
to be a background exposure level).
Because there is no intermediate-term
residential exposure, and chronic
dietary exposure has already been
assessed under the appropriately
protective cPAD (which is at least as
protective as the POD used to assess
short-term risk), no further assessment
of intermediate-term risk is necessary,
and EPA relies on the chronic dietary
risk assessment for evaluating
intermediate-term risk for flutriafol.

5. Aggregate cancer risk for U.S.
population. Based on the lack of
evidence of carcinogenicity in two
adequate rodent carcinogenicity studies,
flutriafol is not expected to pose a
cancer risk to humans.

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

IV. Other Considerations
A. Analytical Enforcement Methodology

Adequate enforcement methodology
gas chromotography/nitrogen-
phosphorus detector (GC/NPD) for the

proposed tolerances is available to
enforce the tolerances recommended
herein is available to enforce the
tolerance expression.

The method may be requested from:
Chief, Analytical Chemistry Branch,
Environmental Science Center, 701
Mapes Rd., Ft. Meade, MD 20755-5350;
telephone number: (410) 305-2905;
email address: residuemethods@
epa.gov.

B. International Residue Limits

In making its tolerance decisions, EPA
seeks to harmonize U.S. tolerances with
international standards whenever
possible, consistent with U.S. food
safety standards and agricultural
practices. EPA considers the
international maximum residue limits
(MRLs) established by the Codex
Alimentarius Commission (Codex), as
required by FFDCA section 408(b)(4).
The Codex Alimentarius is a joint
United Nations Food and Agriculture
Organization/World Health
Organization food standards program,
and it is recognized as an international
food safety standards-setting
organization in trade agreements to
which the United States is a party. EPA
may establish a tolerance that is
different from a Codex MRL; however,
FFDCA section 408(b)(4) requires that
EPA explain the reasons for departing
from the Codex level.

The Codex has not established a MRL
for flutriafol.

V. Conclusion

Therefore, tolerances are established
for residues of flutriafol, ((£)-o-(2-
fluorophenyl)-a-(4-fluorophenyl)-1H-
1,2,4-triazole-1-ethanol), in or on hop,
dried cones at 20 ppm. Additionally, the
tolerances for cotton, gin byproducts,
and cotton, undelinted seed established
in 180.629(d) are being removed.

VI. Statutory and Executive Order
Reviews

This action establishes tolerances
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled “Regulatory
Planning and Review” (58 FR 51735,
October 4, 1993). Because this action
has been exempted from review under
Executive Order 12866, this action is
not subject to Executive Order 13211,
entitled “Actions Concerning
Regulations That Significantly Affect
Energy Supply, Distribution, or Use” (66
FR 28355, May 22, 2001) or Executive
Order 13045, entitled “Protection of
Children from Environmental Health

Risks and Safety Risks” (62 FR 19885,
April 23, 1997). This action does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA) (44
U.S.C. 3501 et seq.), nor does it require
any special considerations under
Executive Order 12898, entitled
“Federal Actions to Address
Environmental Justice in Minority
Populations and Low-Income
Populations” (59 FR 7629, February 16,
1994).

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

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

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

VII. Congressional Review Act

Pursuant to the Congressional Review
Act (5 U.S.C. 801 et seq.), EPA will
submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of the rule in the Federal
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Register. This action is not a “major
rule” as defined by 5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180

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

Dated: November 10, 2015.
Susan Lewis,
Director, Registration Division, Office of
Pesticide Programs.

Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

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

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

m 2.In §180.629:
m a. Add alphabetically the commodity
“Hop, dried cones” to the table in
paragraph (a).
m b. Remove the commodities ‘“Cotton,
gin byproducts,” and “Cotton,
undelinted seed” from the table in
paragraph (d).

The addition reads as follows:

§180.629 Flutriafol; tolerances for
residues.

(a) * *x %
; Parts per
Commodity million
Hop, dried cones .................. 20

* * * * *

[FR Doc. 2015-29462 Filed 11-17-15; 8:45 am]
BILLING CODE 6560-50-P

DEPARTMENT OF TRANSPORTATION

Pipeline and Hazardous Materials
Safety Administration

49 CFR Parts 171, 172, 173, 174, and
179

[Docket No. PHMSA-2012-0082 (HM—251)]
RIN 2137-AE91

Hazardous Materials: Enhanced Tank
Car Standards and Operational
Controls for High-Hazard Flammable
Trains

AGENCY: Pipeline and Hazardous
Materials Safety Administration
(PHMSA), Department of Transportation
(DOT).

ACTION: Response to appeals.

SUMMARY: On May 8, 2015, the Pipeline
and Hazardous Materials Safety
Administration, in coordination with
the Federal Railroad Administration
(FRA), published a final rule entitled
“‘Hazardous Materials: Enhanced Tank
Car Standards and Operational Controls
for High-Hazard Flammable Trains,”
which adopted requirements designed
to reduce the consequences and, in
some instances, reduce the probability
of accidents involving trains
transporting large quantities of Class 3
flammable liquids. The Hazardous
Materials Regulations provide a person
the opportunity to appeal a PHMSA
action, including a final rule. PHMSA
received six appeals regarding the final
rule, one of which was withdrawn. This
document responds to the five
remaining appeals submitted by the
Dangerous Goods Advisory Council
(DGAC), American Chemistry Council
(ACC), Association of American
Railroads (AAR), American Fuel &
Petrochemical Manufacturers (AFPM),
and jointly the Umatilla, Yakama, Warm
Springs, and Nez Perce tribes (Columbia
River Treaty Tribes) and the Quinault
Indian Nation (Northwest Treaty
Tribes).

DATES: November 18, 2015.

ADDRESSES: You may find information

on this rulemaking and the associated
appeals (Docket No. PHMSA-2012—

0082) at the Federal eRulemaking Portal:

http://www.regulations.gov.

FOR FURTHER INFORMATION CONTACT: Ben
Supko, (202) 366—8553, Standards and
Rulemaking Division, Pipeline and
Hazardous Materials Safety
Administration or Karl Alexy, (202)
493-6245, Office of Safety Assurance
and Compliance, Federal Railroad
Administration, 1200 New Jersey Ave.
SE., Washington, DC 20590.
SUPPLEMENTARY INFORMATION:

Table of Contents of Supplementary
Information

I. Background
II. Response to Appeals

A. Scope of Rulemaking

Dangerous Goods Advisory Council

American Chemistry Council

Association of American Railroads

PHMSA and FRA Response

B. Tribal Impacts and Consultation

Columbia River Treaty Tribes and
Northwest Treaty Tribes

PHMSA and FRA Response

C. Information Sharing/Notification

Columbia River Treaty Tribes and
Northwest Treaty Tribes

PHMSA and FRA Response

D. Testing and Sampling Program

Dangerous Goods Advisory Council

PHMSA and FRA Response

E. Retrofit Timeline and Tank Car
Reporting Requirements

American Fuel & Petrochemical
Manufacturers

PHMSA and FRA Response

F. Thermal Protection for Tank Cars

Association of American Railroads

PHMSA and FRA Response

G. Advanced Brake Signal Propagation
Systems

Dangerous Goods Advisory Council

PHMSA and FRA Response

Association of American Railroads

PHMSA and FRA Response

III. Summary

I. Background

Under 49 CFR 106.110-106.130,1 a
person may appeal a PHMSA action,
including a final rule. Appeals must
reach PHMSA no later than 30 days
after the date PHMSA published the
regulation. On May 8, 2015, PHMSA, in
coordination with FRA, published a
final rule entitled ““Hazardous Materials:
Enhanced Tank Car Standards and
Operational Controls for High-Hazard
Flammable Trains” (HM-251, 80 FR
26644) (the final rule). The final rule
adopted requirements designed to
reduce the consequences and, in some
instances, reduce the probability of,
accidents involving trains transporting
large quantities of flammable liquids.
The final rule defines certain trains
transporting large volumes of flammable
liquids as “high-hazard flammable
trains”’ (HHFT) 2 and regulates their
operation in terms of enhanced tank car
designs, speed restrictions, braking
systems, and routing. In response to the
final rule, PHMSA received six appeals,
one of which was withdrawn. The five
active appeals were submitted by the
DGAC, ACC, AAR, AFPM, and jointly
the Columbia River Treaty Tribes and
the Northwest Treaty Tribes.

Section 106.130 requires PHMSA to
notify those who appeal, in writing, of
the action on the appeal, within 90 days
after the date that PHMSA published the
action being appealed. Based on the
final rule’s publication date of May 8,
2015, PHMSA was required to provide
a response or notice of delay by August
6, 2015. On August 6, 2015, PHMSA
posted a notice of delay on its Web site
and subsequently published that notice
in the Federal Register on August 10,
2015 (Notice 15-14; 80 FR 47987).3

This document summarizes and
responds to the appeals of the DGAC,

1 All references to sections of the regulations in
this document refer to title 49 CFR.

2HHFT “‘means a single train transporting 20 or
more loaded tank cars of a Class 3 flammable liquid
in a continuous block or a single train carrying 35
or more loaded tank cars of a Class 3 flammable
liquid throughout the train consist.” §171.8.

3 http://www.phmsa.dot.gov/pv_obj_cache/pv_
obj id 79961459E55D0ADB8FF510CF4A
93EC93E3A00000/filename/Notice_ No_15_14_
Delay in_Appeals.pdf


http://www.phmsa.dot.gov/pv_obj_cache/pv_obj_id_79961459E55D0ADB8FF510CF4A93EC93E3A00000/filename/Notice_No_15_14_Delay_in_Appeals.pdf
http://www.phmsa.dot.gov/pv_obj_cache/pv_obj_id_79961459E55D0ADB8FF510CF4A93EC93E3A00000/filename/Notice_No_15_14_Delay_in_Appeals.pdf
http://www.phmsa.dot.gov/pv_obj_cache/pv_obj_id_79961459E55D0ADB8FF510CF4A93EC93E3A00000/filename/Notice_No_15_14_Delay_in_Appeals.pdf
http://www.phmsa.dot.gov/pv_obj_cache/pv_obj_id_79961459E55D0ADB8FF510CF4A93EC93E3A00000/filename/Notice_No_15_14_Delay_in_Appeals.pdf
http://www.regulations.gov
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ACC, AAR, AFPM, and jointly the
Columbia River Treaty Tribes and the
Northwest Treaty Tribes. PHMSA has
consolidated the appeals and structured
this document to address the content of
the appeals by topic area. The topic
areas include (1) Scope of Rulemaking;
(2) Tribal Impacts and Consultation; (3)
Information Sharing/Notification; (4)
Testing and Sampling Programs; (5)
Retrofit Timeline and Tank Car
Reporting Requirements; (6) Thermal
Protection for Tank Cars; and (7)
Advanced Brake Signal Propagation
Systems. In each section, PHMSA
summarizes the pertinent appeals on the
topic area, by appellant, and then
provides PHMSA and FRA’s response to
the appeals on that topic area. The
document concludes with a summary of
further actions in response to the
appeals.

II. Response to Appeals
A. Scope of Rulemaking
Dangerous Goods Advisory Council

DGAC expresses concern that the
definition of “HHFT” as adopted in the
final rule would subject manifest trains 4
to the applicable additional
requirements for HHFTs. DGAC
contends that shippers cannot know if
tank cars they offer to a carrier will be
assembled into a manifest train that
meets the definition of HHFT, triggering
requirements for those tank cars to meet
the enhanced standards the final rule
establishes. Additionally, DGAC states
that at the time of pick-up, railroads
cannot make this determination either.
DGAC expects that the inability of both
shippers and carriers to determine if a
future manifest train will be an HHFT
will necessitate approximately 40,000
additional DOT Specification 111
(DOT-111) tank cars to be retrofitted to
the DOT Specification 117R (DOT-
117R) requirements or replaced with the
new DOT Specification 117 (DOT-117)
tank cars under the final rule. DGAC
believes that the definition of HHFT in
the final rule is harmfully broad and
should be revised to limit its
applicability to railroad operations only
and not to determine a tank car
specification.

DGAC also states that both the term
and definition for a “high-hazard
flammable unit train” (HHFUT) 5 were
not proposed in the NPRM. DGAC
believes the addition of a new definition

4 A “manifest train”’ means a freight train with a
mixture of car types and cargoes.

5HHFUT ‘“means a single train transporting 70 or
more loaded tank cars containing Class 3 flammable
liquid.” §171.8.

for HHFUT is unnecessary and requests
that the definition be eliminated.

DGAC also believes that speed
restrictions in the final rule should
apply only to crude oil and ethanol
trains. It states speed restrictions on all
flammable liquids may cause delays in
rail service for other rail operations,
which could cause significant safety
impacts. DGAC opines that more time in
transit, more or longer trains, and more
overall congestion could cause more
incidents.

DGAC also states that the scope of the
final rule is not harmonized with
applicable Canadian regulations. While
it believes Canada has taken a
“commodity-based approach” to the
phase-out of legacy DOT-111 tank cars
and corresponding retrofit timeline, it
states that the U.S. approach is based on
classification and packing group. DGAC
believes that a commodity-based
approach, addressing crude oil and
ethanol, makes the most sense because
it would address the material being
transported in unit trains from a
reasonable risk approach. DGAC also
continues to encourage PHMSA, FRA,
and Transport Canada (TC) to better
identify the root causes of crashes and
derailments involving these flammable
liquids.

In summary, DGAC contends that the
applicability of the final rule should be
limited to the transportation of crude oil
and ethanol trains, which, it says, was
the stated intention of the rule. DGAC
argues that, if the Department wishes to
pursue enhanced tank car standards and
operational requirements for other Class
3 (flammable liquid) materials, it should
do so in a separate rulemaking.

American Chemistry Council

ACC requests that PHMSA revise the
final rule to ensure that the requirement
to retrofit existing tank cars applies only
to cars carrying crude oil and ethanol.
Other than tank cars transporting crude
oil or ethanol, ACC states that the
preamble and the Regulatory Impact
Analysis (RTIA) show that PHMSA’s final
rule did not intend to require retrofits of
most tank cars transporting other
flammable liquids.

ACC requests “that the HHFT
definition be reserved for regulations
that apply to railroad train operations,
not to tank car design.” They assert that
the HHFT definition should not trigger
design standards that would apply to
most tank cars intended to contain Class
3 flammable liquids. ACC does not
contest the application of the HHFT
concept to operational controls, such as
establishing speed limits or braking
requirements.

Furthermore, like DGAC, ACC
contends that the final rule will
necessitate that approximately 40,000 6
additional DOT-111 tank cars either be
retrofitted to meet the DOT-117R
requirements or be replaced with the
new DOT-117 tank cars. ACC suggests
that this is in contrast to the stated focus
on crude oil and ethanol. ACC echoes
DGAG, stating that the shipper has no
control over how railroads pick up cars
and assemble manifest trains. While
chemical shippers can, and often do,
tender fewer than 20 tank cars loaded
with flammable liquids at a time, there
is no certainty that those chemicals will
always be on a manifest train with fewer
than 35 tank cars loaded with a
flammable liquid. ACC asserts that the
final rule does not align with the
increased risk of derailment associated
with unit trains and notes that
flammable liquid chemicals are not
shipped in unit trains. For that reason,
ACC considers the HHFT definition to
be overly broad and not aligned with the
increased risk of derailment associated
with unit trains. ACC urges that the
scope be clarified so that the final rule
will apply to crude oil unit trains, citing
the relevant discussion in the Notice of
Proposed Rulemaking. See 79 FR 45040.
ACC indicates that because even a
single tank car loaded with a Class 3
(flammable liquid) material tendered by
one of its members may be placed in an
HHFT, all tank cars intended to contain
Class 3 (flammable liquid) materials will
have to meet the design criteria set forth
in the final rule. Furthermore, ACC
explains that after publication of the
final rule, railroads explicitly told ACC
members that they will not manage
manifest train operations to avoid
triggering the regulatory requirements of
the HHFT definition.

ACC contends that removing the
retrofitting requirements for Class 3
flammable liquids that are not crude oil
or ethanol would alleviate shop capacity
problems and provide greater
harmonization with TC’s analogous
retrofit schedule. ACC contends that
PHMSA’s adherence to using packing
group, rather than to using risk, severely

6 The members of “‘the [Railway Supply Institute]
RSI Committee on Tank Cars . . . collectively build
more than ninety-five percent (95%) of all new
railroad tank cars and own and provide for lease
over seventy percent (70%) of railroad tank cars
operating in North America.” On page 56 of those
comments, in Table C-3, RSI estimated that at the
end of 2015 tank car fleets will contain the
following:

e 87,507 tank cars (of all types) used for the
movement of crude oil;

e 27,899 tank cars (of all types) in ethanol
service; and

e 39,122 tank cars that carry flammable liquids
other than crude oil or ethanol.
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complicates the implementation of the
rules in the two countries. ACC states
that some of the Class 3 flammable
liquid materials that will be affected by
the final rule are classified in Packing
Group (PG) I, so those tank cars will
reach PHMSA'’s deadlines for retrofit or
replacement before the tank cars that
carry either ethanol or PG II crude oil.
ACC states that the different
prioritizations chosen by TC and by
PHMSA will exacerbate conflicts over
tank car shop space.

In sum, ACC believes that the scope
of the final rule will inadvertently affect
nearly 40,000 legacy DOT-111 tank cars
that transport Class 3 flammable liquids
that were not accounted for in the
accompanying RIA. ACC states that
because a shipper cannot know how a
carrier will assemble a train, the
possibility that a shipper’s tank car will
be placed into an HHFT will force all
shippers of Class 3 materials to retrofit
or purchase tank cars to meet the DOT—
117R or DOT-117 specification. ACC
believes that, coupled with a retrofit
timeline that does not match the
Canadian timeline, the final rule will
fail to properly address the risks
associated with hazardous materials
offered and transported in unit trains.

Association of American Railroads

AAR contests the scope of the final
rule because it permits shippers to
continue to package Class 3 flammable
liquid materials in tank cars that do not
meet the new DOT-117 tank car
standard. AAR states that PHMSA has
created two pools of tank cars, those
that meet the heightened standard for
HHFTs and those that do not. As a
result, AAR asserts, shippers may
continue to offer Class 3 flammable
liquid materials in DOT—111 tank cars
as long as the DOT—111 is not placed in
an HHFT. According to AAR, this places
an unjustified burden on the railroads to
continuously analyze the composition
of each train transporting Class 3
flammable liquid materials in DOT-111
tank cars. AAR claims that PHMSA’s
argument, that through fleet
management the railroads can avoid this
issue, is baseless. AAR believes that
PHMSA should harmonize with Canada
by banning the use of DOT-111 tank
cars for transporting any Class 3
flammable liquid materials. By failing to
harmonize with Canada in this respect,
AAR contends that the U.S. market will
become flooded with legacy DOT-111
tank cars, which will further exacerbate
the fleet management challenges U.S.
railroads will face to construct trains to
avoid meeting the definition of an
HHFT.

To support its appeal, AAR submitted
waybill data from its subsidiary Railinc
showing numbers of flammable liquid
shipments tendered in smaller groups of
cars that do not by themselves meet the
definition of an HHFT. Data from the
first quarter of 2015 illustrate that
37,000 cars of flammable liquids (other
than crude oil and ethanol) were
tendered in blocks of 20 cars or fewer.
During the same period, 37,576 tank
cars of other flammable liquids (other
than the 25,009 tank cars of crude oil or
39,956 tank cars of ethanol) were
tendered in groups of fewer than 35
cars. According to AAR, had the final
rule been in effect, a total of 102,541
cars of flammable liquids could have
moved in existing DOT-111s.7 AAR
contends that PHMSA should specify a
sunset date for discontinuing the use of
DOT-111 tank cars for hazardous
materials not in an HHFT.

PHMSA and FRA Response

In regards to DGAC’s, ACC’s, and
AAR’s appeals on the scope of the final
rule, we disagree with those appellants’
assertions and maintain that the method
we determined to apply the new
regulatory requirements and the
regulatory analysis to support those
decisions were conducted through
careful consideration of the risks
flammable liquids pose and the
comments received during the
rulemaking process. The position these
appellants are taking in the appeals is
based on anecdotal evidence and an
interpretation of tank car fleet numbers
that exaggerates the scope of the
rulemaking. While we respect the
argument that both shippers and carriers
of Class 3 flammable liquids by rail will
face new challenges in the wake of these
regulations, we maintain that they are
capable of working together to comply
with the requirements established by
the final rule.

DGAC, AAR, and ACC contend that
both shippers and carriers cannot
predict whether tank cars offered for
transportation will be placed in a train
set meeting the definition of an HHFT.
By relying on this rationale, DGAC and
ACC contend that the final rule will
require nearly 40,000 tank cars to be
replaced with the new DOT-117 tank
car or be retrofitted to the DOT-117R
requirements because a tank car
possibly placed in an HHFT. These
numbers are based on the 2015 Railway
Supply Institute (RSI) fleet forecast
predicting the number of DOT-111 tank
cars transporting Class 3 flammable
liquids (other than crude oil and

7 The detailed figures AAR provided can be found
in its appeal under Docket No. PHMSA-2012-0082.

ethanol). The solution they urge is
limiting the scope of the rule to crude
oil and ethanol.

We disagree. We believe that limiting
the scope of the rulemaking to crude oil
and ethanol would not align with the
intent and applicability of the
Hazardous Materials Regulations (HMR;
49 CFR parts 171-180). The HMR are
risk based and focus on the hazards
presented during transportation.
Focusing only on a subset of flammable
liquids is a short-sighted regulatory
approach and has the potential to lead
to inconsistencies and safety concerns
in the future. PHMSA'’s goal is to
provide regulatory certainty that
addresses the risks posed by all HHFTs.

In the NPRM, PHMSA proposed a
definition of an HHFT with a threshold
of 20 cars in a train. This aligned with
AAR’s “Key Train” definition in its
circular OT-55-N, indicating the
railroads currently recognize that trains
of this make-up represent a high risk.s
Additionally, the NPRM tied the
applicability of the new tank car
specification to the HHFT definition. In
response to the NPRM, PHMSA received
numerous comments suggesting that
both shippers and carriers would be
placed in an untenable position because
it is impossible to determine when tank
cars would be in an HHFT. To address
commenters’ concerns, we revised the
definition of HHFT to 20 cars in a block
or 35 throughout the train. The risk-
based equivalency of 20 cars in a block
and 35 cars throughout the train is
calculated in the RIA on page 323.°
PHMSA based this change on
calculations finding that 20 cars in a
block is roughly equivalent to 35 cars
placed throughout a train, as well as
AAR’s comments noting that such a
change would alleviate concerns about
manifest trains operating in High Threat
Urban Areas (HTUAsS).

Similarly, PHMSA denies DGAC’s
request to remove the definition of
HHFUT. Again, PHMSA developed the
definition based on an analysis of
comments received on the NPRM and
careful cost analysis. While the
definition of HHFUT was not expressly
proposed in the NPRM, the NPRM did
propose requirements for enhanced
brake signal propagation systems for all
trains meeting the definition of HHFT.
PHMSA believes that the HHFUT
definition captures the subset of HHFTs
that represent the highest risk and
where the most benefits from ECP

8 http://www.boe.aar.com/CPC-1258%200T-55-
N%208-5-13.pdf. Note that the current circular is
OT-55-0: http://www.boe.aar.com/CPC-
1312%200T-55-0%201.27.2015.pdf.

9PHMSA-2012-0082—-3442
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braking will be gained and that the
definition is within the scope of the
NPRM proposals.

Regarding the appellants’ concerns
that the tank car specification is linked
to the number of cars in the train,
PHMSA understands that railroads have
significant fleet management programs
in place. On page 221 of the RIA,
PHMSA details the agency’s
understanding of railroads’ capability to
conduct fleet management. We are
aware that both shippers and carriers
have fleet managers to predict or control
whether a given tank car will be used
in manifest train service or unit train
service. Despite these fleet management
capabilities and programs, the
appellants indicate they have little
control over the number of cars loaded
with Class 3 (flammable liquid)
materials in a train. To argue that
neither party can predict a train’s
composition—particularly when
transporting hazardous materials—
implies an alarming lack of awareness
in appellants’ own operations. Indeed,
train crews are actually required to
maintain a document that reflects the
current position in the train of each rail
car containing a hazardous material. See
§174.26.

AAR contends that all cars
transporting flammable liquids should
be retrofitted to the DOT-117R
requirements. On the other hand, the
shippers contend no cars, other than
those transporting crude oil and
ethanol, should be retrofitted. PHMSA
believes the final rule strikes the correct
balance by requiring retrofits of all tank
cars in crude oil and ethanol service
plus the 354 tank cars in PG III service
by estimating roughly 10 percent of
trains transporting PG III commodities
might meet the HHFT definition, and
thus, that 10 percent of the cars would
require retrofitting.1© Further, PHMSA
expects that the railroads will manage
the assembly of loaded tank cars and
manage the classification of trains to
exclude tank cars from HHFTs that do
not meet the new DOT-117 and DOT-
117R tank car specifications.

Therefore, as previously stated, the
estimated number of tank cars in PG III
flammable liquid service that would be
used to make up HHFTs, and hence
have to meet the new requirements, is
354 tank cars, not the nearly 40,000
DGAC and ACC allege. The costs
presented in the RIA were based on an
analysis of public waybill data and
include the costs of retrofitting the 354
tank cars mentioned above. The analysis
showed that no other flammable liquid
commodities of any packing group—

10PHMSA-2012-0082—-3442 at p. 15.

other than crude oil or ethanol—were
shipped in quantities that would trigger
the HHFT requirements.

Further, our analysis of the waybill
data indicated that far fewer than 10
percent of PG III cars would be affected
by the HHFT definition. Nevertheless, to
be conservative, we assumed roughly 10
percent of trains transporting PG III
commodities might meet the HHFT
definition, therefore 10 percent of the
cars would require retrofitting. After
adjusting for retirement of some cars
and accounting for Canada’s fleet share,
we calculated that 10 percent of the
remaining cars equaled the 354 cars that
we incorporated into the cost analysis.

ACC’s assertion that nearly 40,000
tank cars would have to be retrofitted or
replaced to meet the enhanced tank car
standards due to their possible
placement in an HHFT is grossly
exacerbated by the railroads advising
ACGC that they will not manage fleets to
avoid their shipments becoming subject
to the new regulations. PHMSA does not
agree that this is a valid basis for
revising the scope of the final rule’s
requirements. We explicitly limited the
reach of the final rule to trains
transporting large quantities of
flammable liquids, and defined HHFT to
exclude typical manifest trains that do
not transport the large quantities of
flammable liquids. For railroads to state
that they will not manage train sets
undermines the risk-based goal of the
final rule to exclude commodities not
typically shipped in large quantities.

DGAC, ACC, and AAR also contend
that the U.S. packing group approach is
not harmonized with Canada’s
commodity-based approach to the phase
out of DOT-111 tank cars and
corresponding retrofit timeline. Again,
we disagree. By designating DOT-111
tank cars for phase out by packing
group, we are aligned with Canada.
While the Canadian approach expressly
states crude oil and ethanol, we chose
to use PG I, which encapsulates crude
oil, and PG II, which encapsulates
ethanol. DOT and TC were in constant
communication while developing the
respective rulemaking actions.

AAR also appealed the rule for not
specifying a sunset date for the
continued use of DOT-111 tank cars for
all Class 3 flammable liquids. AAR
contends that this will cause the non-
retrofitted Canadian fleet to flood the
U.S. market, making it increasingly
difficult to manage the operational
complexities of two pools of tank cars.
Even if AAR’s contention is true, we
chose to authorize the continued use of
DOT-111 tank cars for the
transportation of hazardous materials
not in an HHFT because it would have

been cost prohibitive to prohibit all
Class 3 flammable liquids in DOT-111
tank cars. As stated in the RIA and final
rule preamble, we believe that we
appropriately addressed the risk of
continued use of such cars by
prohibiting the use of legacy DOT-111
tank cars for HHFT service. For these
reasons, the DGAC, ACC, and AAR
appeals on the scope of the final rule are
denied.

B. Tribal Impacts and Consultation

Columbia River Treaty Tribes and
Northwest Treaty Tribes

The Columbia River Treaty Tribes and
the Northwest Treaty Tribes (“Treaty
Tribes”) submitted an appeal to the
Secretary on June 5, 2015. The Treaty
Tribes’ arguments suggest that by
omitting formal tribal consultation, DOT
did not follow Executive Order (E.O.)
13175 and DOT guidance. By way of
remedy, the Treaty Tribes urge PHMSA
to “reopen a notice and comment period
for the Tank Car Rule [and] carry out
tribal consultations on all aspects of the
Tank Car Rule.”

The Treaty Tribes’ appeal lays out
various arguments for tribal
consultation under E.O. 13175 and DOT
guidance. First, the appeal argues that
PHMSA erred in concluding that the
rulemaking “does not significantly or
uniquely affect tribes.” Second, the
Treaty Tribes’ appeal argues that the
final rule “impose[s] substantial direct
effects or compliance costs”” on Indian
tribal governments. Third, the Treaty
Tribes’ appeal finds fault with PHMSA'’s
discussion of its “superseding
preemption’” authority for hazardous
materials regulations in the final rule’s
discussion of tribal consultation.

PHMSA and FRA Response

We appreciate the comments the
Treaty Tribes and other Tribes provided
to the NPRM, which are addressed in
the final rule. However, PHMSA
respectfully disagrees with the Treaty
Tribes appellants and maintains that the
appellants’ concerns were addressed
during the rulemaking process. Overall,
the comments from Indian tribal
governments to the NPRM expressed
concerns about the potential
environmental, economic, and safety
impacts of crude oil train derailments
on tribal lands. PHMSA responded to
those concerns by adopting a final rule
designed to reduce the severity of and/
or prevent derailments in an effort to
improve public safety and protection of
the environment. PHMSA and FRA
conducted an extensive and thorough
review of all comments received, and
considered the concerns of all
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stakeholders, including Indian tribal
governments. In the final rule, PHMSA
summarized and discussed the
comments of our stakeholders,
including in-depth discussions of the
comments of Indian tribal governments,
and provided justifications for our
adopted proposals and for those
proposals we did not adopt.

Executive Order 13175

E.O. 13175 establishes processes for
when a Federal agency is “formulating
and implementing policies that have
tribal implications.” 11 This E.O., re-
affirmed by President Obama in a
November 5, 2009, “Tribal
Consultation” memorandum, 12 states
that “[plolicies that have tribal
implications” refers to “regulations,
legislative comments or proposed
legislation, and other policy statements
or actions that have substantial direct
effects on one or more Indian tribes, on
the relationship between the Federal
Government and Indian tribes, or on the
distribution of power and
responsibilities between the Federal
Government and Indian tribes.” In
addition, under DOT Order 5301.1 and
other DOT tribal policies, components
of DOT must consult with Indian tribal
governments before taking any actions
that “significantly or uniquely” affect
them.13 In the final rule, PHMSA
discussed E.O. 13175, and reasonably
concluded that the rulemaking did not:
(1) Have tribal implications; (2)
significantly or uniquely affect tribes; or
(3) impose substantial direct effects or
compliance costs on tribal
governments.14

Significant or Unique Tribal Effects

The Treaty Tribes argue that
consultation was required because of
alleged unique and substantial effects of
the final rule on the Treaty Tribes and
their interests. Specifically, the Treaty
Tribes’ appeal discusses the unique
history of their fishing rights and states,
“[h]ad PHMSA consulted with the
Northwest treaty tribes, it would have
learned of the tribal and federal interests
in their collective usual and accustomed
fishing areas and potential impacts

11 “Consultation and Coordination with Indian
Tribal Governments,” 65 FR 67249 (Nov. 9, 2000).

12 “Memorandum on Tribal Consultation,” 74 FR
57881.

13°U.8S. Dept. of Transportation, Office of the
Secretary of Transportation, Department of
Transportation Programs, Policies, and Procedures
Affecting American Indians, Alaska Natives, and
Tribes,” Order No. DOT 5303.1 (Nov. 16, 1999).

14 Although PHMSA did not explicitly invoke
DOT Order 5303.1, PHMSA analyzed the
applicability of tribal consultation using the Order’s
applicability to actions that “significantly or
uniquely” affect Indian tribal governments.

resulting from the proposed Tank Car
Rule.” The Treaty Tribes discussed their
concerns with the rail routing analysis
discussion of environmentally sensitive
areas. Though the Treaty Tribes’ fishing
rights may be unique, the trigger for the
consultation requirement is a federal
action that has a significant or unique
effect upon tribes. Here, no such federal
action exists. The enhanced safety
provisions in the final rule, are designed
to decrease the likelihood and severity
of derailments and resulting spills, in an
effort to improve public safety and
protect the environment. The
requirements adopted in the final rule
do not apply directly to tribes. They
apply to railroads and hazardous
materials shippers. Any potential effect
on tribes would take place several stages
removed from the federal action of the
final rule.

PHMSA believes that these
regulations work to the benefit of all
communities and areas affected by the
rail transportation of flammable liquids.
For this reason, PHMSA affirms that the
impact of the final rule is not
“significant” or “‘unique” to
communities or resources under the
jurisdiction of tribal governments.

Relationship Between Tribes and United
States

The Treaty Tribes argue that the rule
affects the relationship between tribes
and the U.S., triggering the consultation
provisions of E.O. 13175. The NPRM
requested comments on whether the
railroad’s notification requirements
should proceed through tribal
emergency response commissions. This
proposal was not adopted in the final
rule. The tribes argue that this impacted
the relationship between the tribes and
the federal government. However, the
information-sharing provisions would
have directed the railroads to share
information with the tribes. Although
this may or may not affect the tribes’
relationships with the railroads, it
would not affect the relationship
between tribes and the federal
government.

As further discussed in the
Notification Section of this document,
the Treaty Tribes asked that PHMSA
reinstitute the notice provisions of the
Secretary’s May 7, 2014 Emergency
Order. DOT has kept in place the May
2014 Emergency Order that requires
railroads to provide Bakken crude oil
information directly to State Emergency
Response Commissions (SERCs).
PHMSA plans to revisit these provisions
in an upcoming rulemaking and has
pledged to maintain the Emergency
Order until such a rulemaking codifying
these provisions is published.

Accordingly, for the reasons previously
stated, this rulemaking has not affected
the relationship between tribes and the
federal government.

Preemption/Distribution of Power and
Responsibilities

Finally, the Treaty Tribes argue that
“PHMSA asserts the preemption
provisions of 49 U.S.C. 5126 and 20106
supersede” the need for tribal
consultation. This is an inaccurate
characterization of PHMSA’s position.
In the final rule, we state that “PHMSA
has determined that this rulemaking
does not significantly or uniquely affect
tribes, and does not impose substantial
direct effects or compliance costs on
such governments.” Although the rule
referenced the preemption authorities of
PHMSA and FRA, the basis for the
decision to forgo tribal consultation was
the lack of direct tribal impacts. In this
case, PHMSA reasonably determined
that a consultation with tribal officials
was not necessary under the guidelines
of E.O. 13175 and DOT policies.

Remedy

Moreover, the Treaty Tribes’ appeal
asked that PHMSA “‘reopen a notice and
comment period for the Tank Car Rule
[and] carry out tribal consultations on
all aspects of the Tank Car Rule.”
Independent of the arguments discussed
above, PHMSA and FRA suggest that
granting this aspect of the Treaty Tribes’
appeal would result in further
rulemaking proceedings that would
frustrate implementation of the final
rule’s safety advancements and
potentially delay safety improvements
due to regulatory uncertainty.

Outreach

While PHMSA does not believe E.O.
13175 required a consultation for the
HHFT rulemaking, PHMSA recognizes
the importance of government-to-
government relationships with tribes.
To this end, PHMSA has expanded its
tribal outreach efforts. For example, in
March 2015, DOT representatives met
with representatives from the Prairie
Island Tribe to discuss tribal concerns
with the movement of Bakken crude oil
through their community. In August
2015, PHMSA representatives attended
the Northwest Tribal Emergency
Management Council’s annual meeting
in Spokane, Washington. This provided
an opportunity to speak directly with
tribal emergency management leaders
and emphasize the importance of
effective tribal and federal cooperation.
In addition, PHMSA provides hazardous
materials emergency preparedness grant
funding to tribes to carry out planning
and training activities to ensure that
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State, local, and tribal emergency
responders are properly prepared and
trained to respond to hazardous
materials transportation incidents. For
these reasons, the Treaty Tribes appeal
to reopen a notice and comment period
for the final rule and carry out tribal
consultations on all aspects of the rule
is denied.

C. Information Sharing/Notification

Columbia River Treaty Tribes and
Northwest Treaty Tribes

The Treaty Tribes also appealed the
notification provisions of the final rule.
They have stated, “On its face, the Tank
Car Rule could be read to abandon the
Emergency Order and cut back on both
emergency responder and tribal access
to train route and emergency response
information.” According to the Treaty
Tribes, the notification provisions
adopted in the final Rule “weaken the
notification scheme in a number of
ways”’ since the information provided is
“far less informative” and its
dissemination is limited to “those with
a need-to-know in an anti-terrorism
context.” For these reasons, the Treaty
Tribes asked that PHMSA reinstitute the
notice provisions of the Secretary’s May
7, 2014 Emergency Order.

PHMSA and FRA Response

We agree with the Treaty Tribes. As
discussed in the Treaty Tribes’ petition,
on May 7, 2014, the Secretary issued an
Emergency Order in Docket No. DOT—
0ST-2014-0067 (“May 2014 Emergency
Order” or “Order”’). That Order requires
each railroad transporting in commerce
within the U.S. 1,000,000 gallons or
more of Bakken crude oil in a single
train to provide certain information in
writing to the SERCs for each State in
which it operates such a train. The
Order requires railroads to provide: (1)
The expected volume and frequency of
affected trains transporting Bakken
crude oil through each county in a State;
(2) the routes over which the identified
trains are expected to operate; (3) a
description of the petroleum crude oil
and applicable emergency response
information; and (4) contact information
for at least one responsible party at the
railroad. In addition, the Order requires
that railroads provide copies of
notifications made to each SERC to FRA
upon request and to provide SERCs
updated notifications when there is a
“material change” in the volume of
affected trains. Subsequent to issuing
the Order, in August 2014, PHMSA
published the HHFT NPRM, which, in
part, proposed to codify and clarify the
requirements of the Order, and

requested public comment on the
proposal.

Based on the comments received to
the NPRM, along with PHMSA and
FRA'’s analysis of the issues involved in
the HHFT final rule, PHMSA did not
adopt the notification requirements of
the proposed rule. PHMSA determined
expansion of the existing route analysis
and consultation requirements of
§172.820 to include HHFTs was the
best approach to ensure emergency
responders and others involved with
emergency response planning and
preparedness would have access to
sufficient information regarding crude
oil shipments moving through their
jurisdictions to adequately plan and
prepare from an emergency response
perspective. Thus, the final rule
expanded the applicability of § 172.820
to HHFTs. As part of these additional
safety and security planning
requirements, the final rule requires rail
carriers operating HHFT's to comply
with § 172.820(g), which requires that
railroads ““identify a point of contact on
routing issues and provide that contact’s
information (including his or her name,
title, phone number and email address):

(1) State and/or regional Fusion Centers
that have been established to coordinate with
state, local and tribal officials on security
issues which are located within the area
encompassed by the rail carrier’s rail system;
and (2) State, local, and tribal officials in
jurisdictions that may be affected by a rail
carrier’s routing decisions and who directly
contact the railroad to discuss routing
decisions.

Thus, these notification provisions
require railroads to proactively provide
this contact information to ““State and/
or regional Fusion Centers” and ensure
that “state, local, and tribal officials . . .
who directly contact the railroad to
discuss routing decisions” are provided
the same information. Tribal officials
can also coordinate with Fusion Centers
to obtain this information. At the time
of the final rule’s publication, the
notification provisions discussed above
were set to supersede the May 2014
Emergency Order, once codified
notification provisions are fully
implemented (i.e., March 31, 2016).

Subsequent to publication of the final
rule, PHMSA received feedback from
stakeholders (including tribal
authorities) expressing intense concern
about the Department’s decision to forgo
the proactive notification requirements
of the Order and in the NPRM.
Generally, these stakeholders expressed
the view that given the unique risks
posed by the frequent rail transportation
of large volumes of flammable liquids,
including Bakken crude oil, PHMSA
should not eliminate the proactive

information sharing provisions of the
Order and rely solely on the
consultation and communication
requirements in existing § 172.820.
These stakeholders expressed concern
that the final rule may limit the
availability of emergency response
information by superseding the May
2014 Emergency Order.

In response to these concerns and
after further evaluating the issue within
the Department, in a May 28, 2015
notice (Notice), PHMSA announced that
it would extend the Order indefinitely,
while it considered options for
codifying the disclosure requirement
permanently.15 Furthermore, on July 22,
2015, FRA issued a public letter
instructing railroads transporting crude
oil that they must continue to notify
SERCs of the expected movement of
Bakken crude oil trains through
individual states.16

The Treaty Tribes’ appeal reiterates
these concerns about the codified
notification provisions, stating that they
“cut back on both emergency responder
and tribal access to train route and
emergency response information.” In
light of the May 28, 2015 PHMSA
Notice and other DOT communications,
PHMSA believes that we have
adequately addressed the Treaty Tribes’
concerns about the information sharing
provisions of the final rule and the
Treaty Tribes’ explicit support for the
notification procedures in the May 2014
Emergency Order. Since DOT has
already re-examined the decision to
allow the final rule to supersede the
May 2014 Emergency Order and
determined that the Order will remain
in full force and effect until the agency
considers options for codifying it on a
permanent basis, PHMSA believes we
have been responsive to this aspect of
the Treaty Tribes’ appeal. In accordance
with the Notice, PHMSA continues to
consider options for codifying the
central aspects of the Order
permanently in a future rulemaking
action. The treaty tribes will have the
opportunity to comment on these future
regulatory proposals in the course of
that rulemaking proceeding. In addition,
PHMSA is seeking opportunities similar
to attending the Northwest Tribal
Emergency Management Council’s
meeting held in Spokane, Washington,
to engage further with the tribal
communities affected by our
regulations. Continued opportunities to
reach out directly to tribal emergency

15 http://www.phmsa.dot.gov/hazmat/phmsa-
notice-regarding-emergency-response-notifications-
for-shipments-of-petroleum-crude-oil-by-rail.

16 http://hazmatship.com/images/stories/pdf2/
2015 07 22 Notification+FINAL.pdffmc_cid=
f88dda2d67&mc_eid=1fbd28d3ea.
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management leaders will improve the
cooperation between PHMSA and the
tribes.

D. Testing and Sampling Program

Dangerous Goods Advisory Council

DGAC does not believe the sampling
and testing program adopted in § 173.41
is justified or warranted and requests
that we eliminate this provision. DGAC
asserts that the classification sampling
and testing program would not change
the tank car selection or emergency
response guidebook responses. DGAC
also expresses concern that sampling
during transportation could create a
safety risk as closed packages are re-
opened.

If PHMSA does not repeal the
program, DGAC requests additional
clarification. Specifically, DGAC
requests that we revise the final rule to
include a definition for “unrefined
petroleum-based products,” consistent
with the discussion in the preamble. See
80 FR 26704. DGAC further requests
additional guidance on the provision in
§173.41(a)(2), which states “and when
changes that may affect the properties of
the material may occur. . .,” and
additional guidance on the
recordkeeping requirements.

Finally, DGAC requests that we
provide a delayed compliance date of
March 31, 2016 for implementation of
the requirements in § 173.41 if the
requirement is maintained. This date
aligns with the delayed compliance date
of March 31, 2016, provided for a rail
carrier to complete the initial planning
process required in § 172.820. DGAC
believes that a delayed compliance date
is necessary because “affected parties
have certain testing procedures in place,
the development, distribution and
training of affected hazardous materials
employees in a more ‘formal’ program
by July 7, 2015 is not reasonable.”

PHMSA and FRA Response

In regards to DGAC’s appeal on the
sampling and testing program, PHMSA
maintains that that sampling and testing
program is justified and necessary. In its
safety recommendation, R—14-6, the
National Transportation Safety Board
(NTSB) recognized the importance of
requiring ‘“‘shippers to sufficiently test
and document the physical and
chemical characteristics of hazardous
materials to ensure the proper
classification, packaging, and record-
keeping of products offered in
transportation.” The entire premise of
the HMR is built around the shipper’s
responsibility to properly classify a
hazardous material. Under § 171.2(e),
“No person may offer or accept a

hazardous material for transportation in
commerce unless the hazardous
material is properly classed, described,
packaged, marked, labeled, and in
condition for shipment as required or
authorized by applicable requirements
of this subchapter.” Proper
classification ensures the correct
regulatory provisions are being followed
both when the material is initially
offered and during downstream
shipments. The HMR requires correct
classification and communication, even
when the shipper has the option to use
a more stringent packaging.
Classification also includes ensuring
that all correct hazard classes are
identified. Many provisions in the HMR
also require the shipper to have
knowledge about the material that
exceeds the information provided by the
shipping papers or Emergency Response
Guidebook (ERG). For example, it is
forbidden to offer “a material in the
same packaging, freight container, or
overpack with another material, the
mixing of which is likely to cause a
dangerous evolution of heat, or
flammable or poisonous gases or vapors,
or to produce corrosive materials”
under § 173.21(e). For petroleum crude
oil, the shipper may additionally need
to identify properties such as
corrosivity, vapor pressure, specific
gravity at loading and reference
temperatures, and the presence and
concentration of specific compounds
(e.g., sulfur), depending on the different
packaging options selected and the
conditions under which the material is
being offered. Considering the
challenges posed by materials with
variable composition and potentially
variable properties, such as crude oil,
providing criteria for sampling and
testing of unrefined petroleum-based
products is a critical first step in safe
transportation of these materials. Proper
classification and the assignment of a
packing group for a hazardous material
determines what packaging is
appropriate for that material.

Industry also recognizes the
importance and unique challenges of
properly classifying petroleum crude
oil. The American Petroleum Institute
spearheaded efforts to develop an
industry standard for the classification
of petroleum crude oil, resulting in the
development of American National
Standards Institute (ANSI)/American
Petroleum Institute (API) Recommend
Practices (RP) 3000, “Classifying and
Loading of Crude Oil into Rail Tank
Cars.” This API standard went through
a public comment period during its
development in order to be designated
as an American National Standard.

We also disagree that providing more
specificity or guidance to the program is
necessary. The term “unrefined
petroleum-based products” is clear as
written. ‘“Petroleum” is used throughout
the HMR. The term “unrefined” is
sufficiently clear in the context of the
petroleum industry. Therefore, the term
“unrefined petroleum-based products”
would be any material that is petroleum
based, and has not undergone
refinement. For example, heat treating
to reduce vapor pressure or to remove
the dissolved gases in crude oil so that
it may be transported for refinement
would not meet the American Fuel &
Petrochemical Manufacturers (AFPM) or
other industry definitions of
“refining.” 17

We disagree that additional guidance
is necessary, as the requirement in
§173.41(e) to document and maintain
records of the sampling and testing
program is clear. In both the NPRM and
final rule, we stated respectively that we
are not proposing or adopting a
requirement for the retention of test
results. Therefore, the documentation in
paragraph (e) must describe the program
itself.

We also disagree that the
requirements of when to sample are
unclear or present a safety risk. The
sampling and testing program is only
required prior to the offering of the
material for transportation. This is
further clarified in § 173.41(a) (2), which
states, “Sampling prior to the initial
offering of the material for
transportation and when changes that
may affect the properties of the material
occur (i.e., mixing of the material from
multiple sources, or further processing
and then subsequent transportation).”
Therefore, sampling would be required
before the initial offering for
transportation, and in some situations
when the material is re-offered for
transportation. The examples in the
description provide flexibility to
accommodate changing industry
practices, and should not be replaced
with a prescriptive list. Overall, API RP
3000 provides a more specific example
of how the sampling requirements of
§ 173.41 may be met. As we stated in the
final rule,

Shippers must continue to use the testing
methods for classification of flammable
liquids outlined in § 173.120 and flammable
gases in § 173.115. However, API RP 3000 is
otherwise consistent with the sampling
program requirements in § 173.41(a)(1)-(6)
and may be used to satisfy these adopted
sampling provisions. Furthermore, voluntary
use of API RP 3000 provides guidance for
compliance with these provisions, but still

17 http://www.afpm.org/The-Refinery-Process/
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allows flexibility for meeting requirements
through other methods.

See 80 FR 26706.

Finally, we disagree that a delayed
compliance date of March 31, 2016
should be provided for implementation
of the requirements in § 173.41 to
provide shippers adequate time to
implement changes for training and
documentation. The date established for
rail routing requirements allows for the
collection of six months of data and
completion of a risk assessment. The
sampling and testing requirements are
simply a mechanism to document
existing regulatory requirements for
proper classification of energy products.
In addition, the Department issued
Emergency Order DOT-OST-2014-0025
on February 25, 2014 (EO 25), which
was subsequently revised and amended
on March 6, 2014.18 EO 25 required
those who offer crude oil for
transportation by rail to ensure that the
product is properly tested and classified
in accordance with federal safety
regulations. Further, EO 25 required that
all rail shipments of crude oil that are
properly classed as a flammable liquid
in PG III material be treated as a PG I
or Il material. The Amended EO 25 also
authorized PG III materials to be
described as PG III for the purposes of
hazard communication. The Amended
EO 25 differs from the original in that
it prohibits persons who ordinarily offer
petroleum crude oil for shipment as UN
1267, petroleum crude oil, Class 3, PG
I, II, or III from reclassifying such crude
oil with the intent to circumvent the
requirements of this Amended Order.
As discussed in the final rule, the
sampling and testing program
requirements superseded EO 25 and
made it no longer necessary. By
extending the compliance date, PHMSA
would create a safety gap which was
previously covered under EO 25 as
amended. For these reasons, the appeal
submitted by DGAC on the sampling
and testing program is denied.

E. Retrofit Timeline and Tank Car
Reporting Requirements

American Fuel and Petrochemical
Manufacturers

AFPM supports PHMSA and FRA’s
plan to establish a reporting obligation
on retrofit progress and shop capacity.
However, it asserts that the final rule’s
reporting requirement is insufficient to

18 The March 6, 2014 “Amended and Restated
Emergency Restriction and Prohibition Order
(Amended Order)”” sought to clarify the original
February 25, 2014 Order and superseded and
replaced it in its entirety. See http://
www.phmsa.dot.gov/pv_obj cache/pv_obj id
D03C7A1E859361738D791378144472BF368F0200/
filename/Amended_Emergency_Order 030614.pdf.

accomplish its intended purpose. In its
appeal, AFPM recommends a
substantial expansion of reporting
timelines and requested data to ensure
all types of tank car retrofits are
evaluated and not just non-jacketed
DOT-111 legacy tank cars in Packing
Group I service.

PHMSA and FRA Response

In regards to AFPM’s appeal, PHMSA
believes that the final rule’s established
industry reporting obligation on retrofit
progress and shop capacity will achieve
the stated goals. The first phase of the
retrofit timeline includes a January 1,
2017, deadline for retrofitting non-
jacketed DOT-111 tank cars in PG I
service. Owners of non-jacketed DOT—
111 tank cars in PG I service for use in
an HHFT who are unable to meet the
January 1, 2017, retrofit deadline
specified in § 173.243 (a)(1), are
required to submit a report by March 1,
2017, to the Department. Groups
representing tank car owners may
submit a consolidated report to the
Department in lieu of individual reports
from each tank car owner. The report
must include the following information
regarding retrofitting progress:

¢ The total number of tank cars
retrofitted to meet the DOT-117R
standard;

¢ The total number of tank cars built
or retrofitted to meet the DOT-117P
standard;

e The total number of DOT-111 tank
cars (including those built to CPC—-1232
industry standard) that have not been
modified;

¢ The total number of tank cars built
to meet the DOT-117 standard; and

¢ The total number of tank cars built
or retrofitted to a DOT-117, 117R or
117P that are electronically controlled
pneumatic (ECP) brake ready or ECP
brake equipped.

In developing the retrofit schedule,
PHMSA and FRA examined the
available shop capacity, the comments
received, historical performance of the
rail industry dealing with retrofit
requirements, and the potential impacts
associated with the retrofit schedule.
The final rule also stated the
Department could request additional
reports with reasonable notice if
necessary to facilitate the timely
retrofits of those tank cars posing the
highest risk. PHMSA and FRA are
confident that the adopted reporting
requirements are sufficient in that they
will achieve the Department’s stated
goals. In addition, the Department may
request additional reports as needed to
verify industry progress toward
retrofitting requirements. For the
reasons stated, the appeal submitted by

AFPM on the retrofit and tank car
reporting of the final rule is denied.

F. Thermal Protection for Tank Cars

Association of American Railroads

In its appeal, AAR requests that we
require enhanced thermal protection
when new or retrofitted tank cars are
built with jackets. That thermal
protection would be beyond what is
required in the final rule and allow
further tank car survivability in a pool
fire scenario. AAR asserts that PHMSA
should require an enhanced thermal
blanket with thermal conductivity no
greater than 2.65 BTU per inch, per
hour, per square foot, and per degree
Fahrenheit at a temperature of 2000 F,
+ 100F.

PHMSA and FRA Response

In regards to AAR’s appeal, PHMSA
believes AAR has not presented a
compelling basis for amending this
aspect of the final rule. The final rule
requires tank cars in HHFT's to have
thermal protection that meets the
requirements of § 179.18, while also
having a pressure relief device that
complies with § 173.31. Section 179.18
establishes a performance standard that
requires a tank to be able to withstand
a pool fire for at least 100 minutes and
a torch fire for at least 30 minutes. The
100-minute standard is intended to
provide time for emergency response
and accident assessment. Section 173.31
requires a reclosing pressure relief
device for any tank car transporting a
Class 3 (flammable liquid). Further, the
pressure relief device “must be made of
materials compatible with the lading,
having sufficient flow capacity to
prevent pressure build-up in the tank to
no more than the flow rating pressure of
the pressure relief device in fire
conditions as defined in Appendix A of
the AAR Specifications for Tank Cars.”
See §179.15. AAR contends that
PHMSA should adopt a different
standard. Specifically, AAR argues that
PHMSA should require that all tank cars
transporting flammable liquids be
equipped with a thermal blanket that
allows for thermal conductivity not to
exceed 2.65 BTU per inch, per hour, per
square foot, and per degree Fahrenheit
at a temperature of 2,000 °F, £ 100 °F.
Using the standard AAR proposes
would potentially provide 800 minutes
of protection in a pool fire. Further, it
contends that PHMSA should require
that all tank cars transporting flammable
liquids be equipped with a pressure
relief device that will allow the release
of only enough quantity to prevent a
thermal tear.


http://www.phmsa.dot.gov/pv_obj_cache/pv_obj_id_D03C7A1E859361738D791378144472BF368F0200/filename/Amended_Emergency_Order_030614.pdf
http://www.phmsa.dot.gov/pv_obj_cache/pv_obj_id_D03C7A1E859361738D791378144472BF368F0200/filename/Amended_Emergency_Order_030614.pdf
http://www.phmsa.dot.gov/pv_obj_cache/pv_obj_id_D03C7A1E859361738D791378144472BF368F0200/filename/Amended_Emergency_Order_030614.pdf
http://www.phmsa.dot.gov/pv_obj_cache/pv_obj_id_D03C7A1E859361738D791378144472BF368F0200/filename/Amended_Emergency_Order_030614.pdf
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AAR’s suggestion that its thermal
blanket proposal would provide greater
protection than that currently HMR
requirements, raises a number of
concerns. First, the units for thermal
conductivity are incorrect. Although it
may seem counter-intuitive, increasing
the thickness of the thermal blanket
using the method provided by AAR,
would actually increase the thermal
conductivity and decrease the
performance of the thermal protection
system. Additionally, there is no
experiential or experimental basis for
AAR’s use of a 2,000 °F fire
temperature. The current requirement of
a 1,600 °F pool fire temperature is based
on experimental data from a pool fire
test involving liquefied petroleum gas
(LPG). The experimental data, including
the heat flux, were normalized over the
entire surface of the car to represent
total engulfment in a pool fire.

Furthermore, it is unclear whether
existing thermal blankets would meet
AAR’s proposed standard or even
whether AAR’s proposed standard
requiring thermal blankets would
provide an added benefit compared to
that prescribed by PHMSA. AAR
provided no evidence that requiring a
thermal blanket and specifying the
properties of the material will enhance
safety. AAR asserts that, based on
AFFTAC modeling, a tank car equipped
with a thermal blanket can withstand a
pool fire for hours, or in some
circumstances, a tank car could
indefinitely withstand a pool fire
without failure and loss of lading.
PHMSA and FRA have two concerns
with this assertion. As an initial matter,
while thermal conductivity is an input
to the AFFTAC model, the model does
not account for degradation of the
material in a pool fire, and therefore it
assumes the thermal conductivity is
constant for the duration of a pool fire.
However, if the thermal protection
begins to degrade soon after 100
minutes (assuming constant properties)
the results AFFTAC would be overly
optimistic. Additionally, AFFTAC is not
capable of analyzing a lading comprised
of more than two components, such as
crude oil. It has been suggested that two
component materials can be used as a
surrogate for crude oil. Before the design
of the AAR proposed thermal protection
system meeting the DOT-117 standard
can be approved, the accuracy of using
a two-component system as a surrogate
for crude oil must be demonstrated.

Assuming that AAR’s proposal would
add time—an assumption that, at this
point, is unsupported by any objective
data—AAR has not provided any
evidence that there is a practical benefit
to extending the time period before the

lading is released from a location other
than from the pressure relief device. The
primary intent of the 100-minute
requirement in the HMR is to provide
first responders time to assess the
accident and initiate remedial actions
such as evacuating an area. There has
not been any evidence presented that
the current requirement is insufficient
for achieving these goals.

Finally, AAR’s proposal sets up a
technical standard, but it does not
necessarily establish a minimum time
requirement for survivability of the tank
car. The potential for variability under
the AAR proposal would present added
uncertainty. In developing a first
response strategy, a minimum level of
certainty is needed, and controlling the
anticipated variables is vital. This
information is vital for first responders,
who need to have a reasonable
understanding of the expected time
frame after an event to establish an
effective plan that can be executed
within the baseline time that is
available.

PHMSA addressed its rationale for
choosing a minimum standard that
requires a DOT-117/DOT-117R tank car
to withstand a pool fire for at least 100
minutes and torch fire for at least 30
minutes in the preamble to the final
rule. See 80 FR at 26670-26671. It noted
that AAR’s T87.6 Task Force agreed that
a survivability time of 100 minutes in a
pool fire should be used as a benchmark
for adequate performance. Additionally,
the 100-minute pool fire baseline is
consistent with the current federal
regulations for pressure cars
transporting Class 2 materials, and
serves as the existing performance
standard for pressure tank cars
equipped with a thermal protection
system. PHMSA also noted that the 100-
minute pool fire baseline had been
“established to provide emergency
responders with adequate time to assess
a derailment, establish perimeters, and
evacuate the public as needed, while
also giving time to vent the hazardous
material from the tank and prevent an
energetic failure of the tank car.” See 80
FR 26671.

With respect to pressure relief
devices, which are designed to work in
conjunction with the thermal protection
system, PHMSA noted that there was
widespread concurrence among
commenters for a redesigned pressure
relief device for DOT-117 cars. See 80
FR at 26670-26671. The simulations
performed by PHMSA indicated that a
reclosing pressure relief valve was of
primary importance, because when a
tank car is exposed to a pool fire the
PRD will maintain a low pressure in the
tank and potentially extend the time

before a tank car will thermally rupture.
PHMSA also determined that high-flow
capacity, reclosing pressure relief
devices can be acquired reasonably in
the market and they can be installed on
new or retrofitted tank cars. These
factors support the performance
standard chosen by PHMSA for pressure
relief devices. For the reasons stated, the
appeal submitted by AAR on thermal
protection in the final rule is denied.

G. Advanced Brake Signal Propagation
Systems

Dangerous Goods Advisory Council

DGAC appeals to PHMSA requesting
the elimination of the electronically
controlled pneumatic (ECP) brake
requirement from the final rule. The
DGAC appeal rests on three main
arguments. First, DGAC agrees with the
comments AAR and API submitted in
response to the NPRM. Second, DGAC
argues that the timeline for
implementing the ECP brake
requirement is inconsistent with the
retrofit schedule adopted in the final
rule and will require ECP brakes to be
installed before retrofitting. Third,
DGAC alleges there will be difficulties
moving HHFUTs from Canada to the
U.S. because Canada has not adopted
similar ECP brake requirements.

PHMSA and FRA Response

In regards to DGAC’s appeal to
eliminate the ECP brake requirement,
PHMSA maintains that the retrofit
schedule is consistent, and that the final
rule will not lead to the unspecified
difficulties that concern DGAC. Further,
we respectfully disagree with DGAC’s
first argument agreeing with AAR and
API regarding this issue. PHMSA
considered the comments submitted by
AAR and API in drafting the final rule,
and as part of its appeal, DGAC provides
no new information to support the AAR
and API comments. Rather than
restating its previous analysis here,
PHMSA directs DGAC to the discussion
of the ECP brake requirement in the
final rule and the RIA. See 80 FR
26692-26703; and RIA, p. 33-36, 207—
278.

The timeline for implementing ECP
brakes on HHFUTSs will allow the rail
industry to orderly schedule retrofits to
comply with both requirements.
PHMSA expects that in most instances
ECP brakes will be installed when a
tank car is sent to the service shop for
retrofitting. This will avoid taking the
car out of service more than is
absolutely necessary. There should be
no need to install ECP brakes on a tank
car prior to retrofitting the car. The RIA
to the final rule estimates that about
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60,000 tank cars will need to have ECP
brakes installed. Approximately one-
third of these cars will be new
construction, and the remaining cars,
retrofits. See RIA, pp. 218-219.

Currently, crude oil and ethanol are
the only Class 3 (flammable liquids)
transported in trains that fall within the
HHFUT definition. These hazardous
materials are assigned to a packing
group based on their flash point and
initial boiling point. Crude oil may be
classified as PG I (high danger), PG II
(medium danger), or PG III (low danger).

The final rule requires all DOT-111
and non-jacketed CPC—-1232 tank cars
used in PG I service to be retrofitted no
later than April 1, 2020.1° PHMSA
anticipates that the industry will apply
a vast majority of those retrofitted cars
to unit train service because it makes
financial sense to put the first retrofitted
cars to use in the highest priority
service. The ECP brake requirement for
an HHFUT transporting at least one tank
car loaded with PG I material does not
go into effect until January 1, 2021.
Therefore, PHMSA and FRA believe that
the combination of new cars and
retrofits completed prior to January 1,
2021, should be sufficient to supply the
tank cars needed to operate in ECP
brake mode. See RIA, p. 146.

The same is true with respect to those
HHFUTs transporting loaded tank cars
of ethanol or crude oil not in PG I
service. These trains must operate in
ECP brake mode as of May 1, 2023,
when traveling in excess of 30 mph. The
final rule requires retrofitting all DOT—
111 tank cars used in PG II service no
later than May 1, 2023. Non-jacketed
CPC—-1232 tank cars used in PG II follow
closely behind with a retrofit deadline
of July 1, 2023. For the reasons stated
above, PHMSA reaffirms its position
and disagrees that the timeline for
implementing the ECP brake
requirement is inconsistent with the
retrofit schedule adopted in the final
rule. See RIA, p. 146.

Lastly, PHMSA discussed U.S./
Canada harmonization efforts in the
final rule. See 80 FR 26662. PHMSA
recognizes that the transportation of
flammable liquids by rail is a cross-
border issue. In developing the final
rule, U.S. DOT and TC worked closely
to ensure that the new tank car
standards for HHFTs do not create
barriers to movement, but
harmonization is not required in every

19 Non-jacketed DOT-111 tank cars used in PG I
service must be retrofitted by January 1, 2017 (or,
under a schedule, not later than January 1, 2018).
Jacketed DOT—111 tank cars used in PG I service
must be retrofitted by March 1, 2018. Non-jacketed
CPC-1232 tank cars used in PG I service must be
retrofitted by April 1, 2020.

instance. PHMSA and FRA strongly
believe that the ECP brake requirement
for HHFUTSs is an important measure to
help protect public safety and the
environment in the U.S. That said,
PHMSA and FRA carefully considered
cross-border issues with respect to ECP
braking, particularly when a train is
crossing from Canada into the U.S., and
provided authorization in the final rule
for continued transportation. If an
HHFUT without ECP brakes arrives in
the U.S. from Canada, that train may
continue in transportation at a speed
that does not exceed 30 mph. This
solution eliminates cross-border barriers
to transportation and should alleviate
any of the unspecified difficulties that
concern DGAC. For these reasons,
DGAC’s appeal to eliminate the ECP
brake requirement of the final rule is

denied.

Association of American Railroads

AAR also asks us to eliminate the new
ECP brake standard for HHFUTs
traveling in excess of 30 mph. AAR
contends that PHMSA should remove
the ECP brake requirement from the
final rule, and provides 10 arguments
that purportedly support its position.

PHMSA and FRA Response

In regards to AAR’s appeal with
respect to ECP braking, AAR’s
arguments do not present a compelling
basis for repealing the ECP brake
requirement in the final rule. PHMSA
stands by the Final Rule’s established
two-tiered approach to braking systems
that focuses on increasing safety for
trains transporting large quantities of
flammable liquids. All HHFTs traveling
in excess of 30 mph must operate using
a two-way end-of-train (EOT) device or
a distributed power system. All
HHFUTS traveling in excess of 30 mph
must operate using ECP brakes. The ECP
brake requirement begins on January 1,
2021, for any HHFUT transporting at
least one loaded tank car of PG I
material. For all other HHFUTSs, the ECP
brake requirement is mandatory
beginning May 1, 2023.

The basis for the ECP brake
requirement was thoroughly researched
prior to publication of the final rule.
ECP brakes allow for shorter stopping
distances and reduced in-train forces. In
the ECP brake mode of operation, all
cars brake simultaneously by way of an
electronic signal. ECP brake systems
simultaneously apply and release freight
car air brakes through a hardwired
electronic pathway down the length of
the train, and allow the engineer to
“back off”” or reduce the braking effort
to match the track grade and curvature,
without having to completely release

the brakes and having to recharge the
main reservoirs before another brake
application can be made. These
differences in the operation of the two
braking systems give ECP brakes several
business benefits. Operationally, ECP
brakes have the potential to save fuel
and reduce emissions, reduce wear and
stress on wheels and brake shoes, and
provide train engineers greater control
on the braking characteristics of trains.
From a safety perspective, ECP brakes
greatly reduce the risk of runaway trains
due to a diminished reservoir air
supply, and reduce the probability of an
incident by providing 40 to 60 percent
shorter stopping distances. ECP brake
wiring also provides the train a platform
for the gradual addition of other train-
performance monitoring devices using
sensor-based technology to maintain a
continuous feedback loop on the train’s
condition for the train crew. PHMSA is
highly confident that this requirement
will minimize the effects of derailments
involving HHFUTs by limiting the
number of cars involved in the
derailment and decreasing the
probability of tank car punctures.
Indeed, an NTSB study published after
PHMSA published the final rule
supports the safety basis for ECP brakes,
finding that ECP brakes provide better
stopping performance than conventional
air brakes and distributed power (DP)
units in full service and emergency
braking applications.20

1. North American Experience With ECP
Brakes

AAR’s initial assertion is that PHMSA
ignores the actual experience of North
American railroads in operating trains
equipped with ECP brakes. It contends
that the experience of these railroads
demonstrates that ECP brakes are
unreliable. Additionally, AAR states
that ECP brakes do not function
materially better than trains with
conventional air brakes that make use of
DP and dynamic braking. Finally, AAR
claims that neither PHMSA nor FRA
made any effort to collect information
from railroads about their experiences
with ECP brakes and that PHMSA failed
to incorporate the data that was
gathered into its analysis.

We disagree. In coordination with
FRA, PHMSA did consider the
experience of North American railroads

20NTSB recently published the results of its
simulation study of train braking as part of its
investigation into the December 30, 2013, incident
in Casselton, ND, where a crude oil unit train
collided with a derailed car resulting in the
derailment of 21 tank cars. See Train Braking
Simulation Study, Renze, K.J., July 20, 2015, at
http://dms.ntsb.gov/public/55500-55999/55926/
577439.pdf.


http://dms.ntsb.gov/public/55500-55999/55926/577439.pdf
http://dms.ntsb.gov/public/55500-55999/55926/577439.pdf
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when we developed the requirement for
ECP brakes on HHFUTs that operate in
excess of 30 mph. Both the final rule
and the RIA discuss at length the North
American experience with ECP brakes.
See RIA, pp. 216-236; 80 FR 26997—
26998. The information relied upon by
PHMSA and FRA included comments
from the railroads and suppliers, reports
and papers presented by railroad
officials discussing ECP brake
effectiveness, and testimony at previous
public hearings held by FRA. Examples
of comments that PHMSA and FRA
relied upon include AAR’s comments
on dynamic braking and RSI's
comments on the costs of installing ECP
brakes on newly constructed and
retrofitted tank cars. See RIA, pp. 216—
217, 218, 239, and 262-263.

Examples of reports and presentations
from railroad personnel include the
following:

¢ “Electronically-Controlled
Pneumatic (ECP) Brake Experience at
Canadian Pacific,” Wachs, K., et al.,
which was presented at the 2011
International Heavy Haul Association
(IHHA) Conference, in Calgary, AB,
Canada. See RIA, pp. 216-217, 263, and
267.

¢ “Norfolk Southern ECP Brake Pilot
Project Update,” Forrester, J., presented
at the 2010 National Coal
Transportation Association O & M
Committee Meeting in Coeur d’Alene
ID. See RIA, pp. 236-237.

e “ECP Perspectives,” Maryott, D.
presented at the 2008 Air Brake
Association Proceedings of the 100th
Annual Convention and Technical
Conference in Chicago, IL. See RIA, pp.
236.

Much of the value of these reports,
which were initiated and completed
outside this rulemaking, was that
PHMSA and FRA received hard
numbers and data resulting from the
direct testing of North American
railroad operations using ECP brakes.
The data from these reports included
information on fleet reductions, rail
wear, wheel wear, stop time, restart
time, and stopping distances.
Additionally, PHMSA and FRA relied
on statements at two FRA public
hearings held on October 4, 2007, and
October 19, 2007, that were held during
FRA’s rulemaking process establishing
ECP brake system standards. The public
hearing included comments from Mr.
Michael Iden, an official of Union
Pacific Railroad Company (UP), who
described an example of how regulatory
relief from brake inspections on trains
with ECP brakes would help to save fuel
while also reducing congestion (by
allowing an ECP-equipped train to
overtake slower trains that require more

frequent brake inspections).2? Based on
the totality of the evidence available,
PHMSA and FRA unanimously
concluded that applying an ECP braking
requirement to a limited subset of trains,
HHFUTs, is warranted when
transporting extremely large quantities
of Class 3 (flammable liquids).22

AAR relies on a report titled
‘““Assessment of the Enhanced Braking
Requirements in the Hazardous
Materials: Enhanced Tank Car
Standards and Operational Controls for
High-Hazard Flammable Trains Final
Rule of May 1, 2015 (hereinafter
referred to as the “Oliver Wyman
Report”), which lists a number of
purported quotes from interviews with
unnamed railroad officials in support of
the contention that PHMSA and FRA
did not incorporate the railroads’
negative comments about ECP brakes
into its analysis. These anecdotes (from
UP, Canadian Pacific Railway (CP), and
CSX Transportation, Inc.) essentially
suggest that ECP brakes were tried and
abandoned a number of years ago. These
statements are not persuasive, as
PHMSA and FRA acknowledged in the
RIA at pages 223-225 that there may be
problems at the outset with using ECP
brakes, just as there are with any newer
technology. There is evidence that ECP
brake technology has advanced since
these railroads stopped operating trains
using ECP brakes, see RIA, pp. 225-226,
but there is no discussion in the Oliver
Wyman Report about whether these
railroads have considered re-adopting
ECP brakes in limited circumstances,
such as with captive unit train fleets.

21 PHMSA recognizes that Mr. Iden also provided
a statement as part of UP’s comment to the docket
for this rulemaking. See PHMSA-2012-0082-2558.
In that statement, he restated his caution that “ECP
braking should begin with high-mileage high-
utilization cars.” PHMSA agrees, which is why it
has limited ECP braking to the highest use type
trains. However, Mr. Iden now maintains that
distributed power delivers comparable benefits to
ECP brakes. In making this determination, Mr. Iden
states that UP came to this conclusion through in-
depth examination of event recorders of test trains.
UP has not published the data or the analysis upon
which this report was based. It did not provide this
information to Booz Allen, which was actively
collecting ECP brake information at the time of UP’s
tests, and it did not produce the information to
PHMSA or FRA during this rulemaking.

22PHMSA’s view also is supported by a 2014
presentation prepared by AAR’s transportation
research and testing organization, the
Transportation Technology Center Inc. (TTCI). This
presentation has been added to the docket. The
TTCI ECP Brakes presentation is informative on the
issue of the North American ECP braking
experience and provides a distinct counterpoint to
AAR’s own arguments in this forum against the ECP
braking provisions in the final rule. The
presentation is broadly consistent with PHMSA's
analysis in the RIA, confirming the many of the
benefits of ECP brakes while also noting some of the
difficulties acknowledged by PHMSA.

The purported quotes in the Oliver
Wyman Report from officials of BNSF
Railway Company (BNSF) and Norfolk
Southern Railway Company (NS), while
current, provide conclusions rather than
analysis. In the rare instances where the
Oliver Wyman Report does provide
tangible numbers, there are no
references that would allow PHMSA
and FRA to research and verify the
information and assess its applicability.
See e.g., pp. 8, concerning the rate of
failures on BNSF. If these railroads have
actual data reflecting the real-world
effectiveness of ECP brakes in North
America, they have not provided it in
the course of this appeal or the
rulemaking process.23 Similarly, FRA
has not received a written status report
from BNSF on the progress of the testing
for the 5,000 Mile ECP test train that has
been due to the agency since April
2015.24 Therefore, AAR’s unsupported
contentions concerning the North
American experience with ECP brakes
do not present a compelling reason to
revisit PHMSA and FRA’s ECP brake
requirement for HHFUTSs on trains
traveling in excess of 30 mph.

2. Foreign Experience With ECP Brakes

AAR raises two issues about
PHMSA'’s reliance on international
experiences with ECP brakes. First, AAR
contends that it was inappropriate for
PHMSA to rely on the experiences of
Australian and other foreign railroads
with ECP brakes. AAR believes the ECP

23 The Oliver Wyman Report contends that FRA
committed to collect data from ECP brake testing
during the past eight years. This statement
mischaracterizes FRA’s statements. FRA’s ECP
brake rulemaking contains no such statements. See
73 FR 61512. FRA did contract with Booz Allen to
collect and analyze ECP brake data, but that
contract closed in 2010, and was not renewed
largely because the railroads failed to provide data
for analysis. Of course, the railroads have been free
to provide data to FRA or publish papers expanding
and reflecting upon their understanding of the
effectiveness of ECP braking since 2010, but—
except for the 2011 CP paper referenced earlier—
the record is devoid of such documents.

24On August 18, 2015, BNSF and NS did make
an oral presentation to FRA concerning the 5,000-
mile pilot train. However, no written or electronic
reports have been provided to the agency for review
(the railroads cited the need for legal review) . This
oral presentation identified concerns related to
unanticipated penalty brake applications and repair
times. FRA has not received written documentation
to support the oral presentation or assess the
integrity of the results and determine the
underlying cause of these alleged events (for
example, it may be helpful to compare the results
to normal ECP-equipped trains that operate 3,500
miles between brake tests or how the pilot train
compared to lines where there is more experience
handling ECP-equipped trains). But, at least some
of the problems BNSF presented orally appear to be
“teething”” issues that should be resolved as railroad
personnel servicing the 5,000-mile pilot train along
its route become more familiar with ECP brake
technology and as equipment to service the train
becomes more available.
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brake operations in these other
countries are dissimilar to operations in
the U.S. AAR states this is because the
international systems discussed tend to
be closed-loop mining railroads that do
not interchange with other railroads and
rarely break apart the trainsets. Second,
AAR claims that PHMSA and FRA
mischaracterize the conclusions of the
Sismey and Day Report, published in
2014, that conducted a survey of
Australian railroads using ECP brakes to
gauge their experiences with ECP
brakes. See “The ECP Brake—Now it’s
Arrived, What’s the Consensus?,”
Sismey, B. and Day, L., presented to the
Conference on Railway Excellence,
2014, Adelaide, Australia. Neither of
these issues supports eliminating the
ECP brake requirement from the final
rule.

PHMSA and FRA believe that AAR’s
argument overstates the differences
between the international ECP brake
model and unit trains in the U.S.,
particularly HHFUTSs. As noted on page
220 of the RIA, PHMSA and FRA expect
that the limited number of HHFUTs will
stay together for an extended period of
time to meet the demand for service.
The tank cars in an HHFUT are not
regularly being switched to different
destinations. These types of trains are
not acting like a typical manifest train
that commonly enters a yard to be
broken up and have its cars reclassified
and redirected into other trains. Instead,
they are making continuous loops to
and from the loading and unloading
facilities. This is how these trains are
currently marketed. See RIA, pp. 220,
232-233. The final rule builds off of that
model. Of course, there may be facilities
that cannot take an entire unit train at
once. This may necessitate breaking the
train apart for the limited purpose of
serving the facility. PHMSA and FRA
account for this circumstance by
recognizing that U.S. railroads will
likely use overlay ECP brake systems.
This would allow operations at a facility
without using ECP brakes, ensuring a
measure of flexibility. Once that service
is completed, PHMSA reasonably
expects that the cut of tank cars will
retake its place in the HHFUT to make
its return trip. These similarities make
the Australian (and other international
experiences) relevant.

The claim that PHMSA
mischaracterizes the Sismey and Day
Report is surprising in light of PHMSA
and FRA’s reading of the Oliver Wyman
Report. The Oliver Wyman Report cites
to selective information from the Sismey
and Day Report, which mischaracterizes
its findings. To be clear, PHMSA and
FRA accurately cite to the Sismey and
Day Report in the RIA. See pp. 34-36.

On page 34 of the RIA, PHMSA and
FRA note that the report details how
ECP brakes have performed in practice
since Australian railroads began using
the technology. PHMSA and FRA fully
recognize in the RIA that the report
highlights the benefits of ECP brakes
and the associated challenges
experienced by Australian railroads. In
summarizing the conclusion of the
Sismey and Day report, PHMSA and
FRA note that “[tlhe report concludes
that the challenges experienced in
practice are largely resolved and that
there is a business case to expand the
use of ECP brakes into intermodal
service.” PHMSA and FRA do not see
the basis for AAR’s claims given the
“Conclusion” of the Sismey and Day
Report, which is as follows:

ECP is here to stay and is becoming more
widely accepted and understood. There have
been issues in the introduction and
implementation of ECP brakes which can be
categorized as manufacturing/teething issues
and unexpected surprises.

These have not been experienced by all
operators of ECP brakes. Solutions have now
largely been identified to allow them to be
managed to the point where their impact on
operations is reduced or eliminated.

There is as yet untapped potential for ECP
brakes to improve train operations on
Australia’s rail networks.

Watershed events for the future of
ECP brakes and the rail industry:

¢ Introduction of ECP brakes on unit
mineral trains which happened from
2005 onwards.

¢ Retrofit of ECP brakes on unit
mineral trains which are underway in
the Pilbara from 2012 onwards.

o The emergence of viable business
cases for Introduction of ECP brakes
onto intermodal unit trains and onto the
wider wagon fleet used in general
service.

See p. 30, “The ECP Brake—Now it’s
Arrived, What’s the Consensus?”’.

There is one additional issue raised
by AAR through the Oliver Wyman
Report that merits discussion. This is
the highlighting of purported difficulties
experienced by international users who
commingled trains using ECP brakes
with trains using conventional air
brakes. The Oliver Wyman Report
claims, based on an anecdotal report of
a single unnamed employee, that the
former Quebec Cartier Mining Railroad
or QCM (now AccelorMittal) has
experienced difficulties with operations
where three of the company’s eight
trains are equipped with ECP brakes
while the other five trains have
conventional brakes. The report claims
that severe problems have occurred
when trying to pick up bad order cars
when some cars are equipped with ECP

brakes while others are equipped with
conventional air brakes. The Oliver
Wyman Report then attributes to the
unnamed employee a statement that the
railroad is considering standardizing
braking using just ECP brakes or just
conventional air brakes.

To be clear, the Oliver Wyman Report
provides no hard evidence that QCM
has instituted a plan to eliminate its
fleet of trains equipped with ECP brakes
or its trains equipped with conventional
air brakes.25 However, the situation
described above with bad ordered cars
would not present the same problem for
an HHFUT equipped with ECP brakes in
the U.S. The QCM uses a stand-alone
ECP brake system on its trains. The
stand-alone ECP brake system
eliminates the ability to revert to
conventional air brake mode. PHMSA
expects that U.S. railroads will use an
overlay ECP brake system, which allows
a car to be transported in ECP brake or
conventional air brake mode. This was
discussed extensively in the RIA. See
pp. 219-220, 225, and 230.

PHMSA also notes that QCM made a
business decision to introduce trains
equipped with ECP brakes onto its line
in 1998. This means that QCM has
voluntarily operated with a mixed
allotment of ECP brake trains and
conventional air brake trains for about
17 years. If the purported difficulties of
maintaining ECP trains along with
conventional air brake trains were as
severe as the Oliver Wyman Report
suggests, then PHMSA and FRA expect
that QCM would have abandoned either
ECP brakes or conventional air brakes
long before June 12, 2015, which is the
date of the Oliver Wyman Report.

3. Business Benefits of ECP Brakes

AAR argues that “PHMSA relied on
the purported business benefits of ECP
braking as predicted in a 2006 report by
Booz Allen Hamilton,” and did not
make an effort to verify whether real-
world experience with ECP brakes
validated the Booz Allen predictions. It
is AAR’s view “that the benefits
predicted by Booz Allen nine years ago
did not materialize in subsequent field
tests in North America and operations
in foreign countries.” Therefore, it states
that PHMSA and FRA erred by
calculating business benefits based on
the Booz Allen analysis. AAR relies on
the Oliver Wyman Report to support its
contentions, see pp. 24—48, but its
contentions simply are not supported by
the facts. PHMSA and FRA considered
a number of sources in addition to the

25 The Oliver Wyman Report does not state
whether QCM would convert to all ECP brakes or
all conventional air brakes.
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Booz Allen Report to develop the final
rule, including comments to the NPRM,
reports and presentations analyzing ECP
brake operations in North America and
abroad, and testimony during two FRA
public hearings on ECP brakes.

Fuel Savings: The Oliver Wyman
Report states that there are likely some
fuel savings, but they are not
“validated.” The Oliver Wyman Report
states that the 5.4 percent fuel savings
on CP occurred, but that the actual
savings over an entire system would be
less, because the terrain over which it
realized the 5.4 percent savings was
advantageous. The Oliver Wyman
Report then states that PHMSA’s 2.5
percent estimate of fuel savings, less
than half that realized by CP, and half
of that predicted by the Booz Allen
Report, was arbitrary, with no basis.

As explained in the RIA on pages
216-217, 262—-263, and 267, PHMSA
and FRA assumed a reduction of more
than 50 percent from the real-world CP
experience because PHMSA recognized
that the terrain where the testing
occurred maximized fuel benefits. This
was very conservative, and a larger
estimate of fuel savings could have been
justified. At no point does the Oliver
Wyman Report present hard evidence
that railroads would experience less fuel
savings than the 2.5 percent PHMSA
and FRA estimate. Instead, the Oliver
Wyman Report offers something from
the Sismey and Day Report that stated
“the general feeling was that there may
be some fuel savings with ECP braked
trains but no one would hazard a guess
on the magnitude.” The Oliver Wyman
Report also quotes an unnamed
employee from the QCM to support its
position. This employee purportedly
commented to Oliver Wyman that there
had been no fuel consumption benefits
from ECP brakes compared to
conventional systems. This anecdotal
evidence from an unnamed source is
directly contradicted by independent
published reports that we cited in the
final rule about QCM, noting that its
ECP-equipped trains had led to a
decrease in fuel use of 5.7 percent. See
80 FR 26697. This evidence supports
the reasonableness of PHMSA and
FRA'’s fuel savings estimate, with the
likelihood that any errors were to the
conservative side. Even if we accepted
the Oliver Wyman Report’s
unsubstantiated statement that ECP
brakes would result in “some fuel
savings,” the 2.5 percent we used for
fuel savings in the final rule is a
reasonable estimate of “‘some savings.”
Therefore, we decline to reduce that
estimate to zero as AAR urges.

Wheel Savings:

The Oliver Wyman Report states at p.
96:

[w]heel impact load detectors (WILD) have
found wheels on ECP brake-equipped trains
with defects such as tread build up, flat
spots, and wheel shelling. In the current ECP
brake operation, these trains are handled as
unit trains and are less subject to switching
operations, therefore it appears, from BNSF’s
ECP experience, that higher brake usage is
leading to increased wear and stress on
wheels than might otherwise be seen on
conventional air brake equivalent trains.

The Oliver Wyman Report merely
makes the statement above but does not
present evidence to support that ECP-
equipped trains have experienced more
of these types of defects than equivalent
unit trains with conventional air brakes
operating under the same conditions on
the same track. Notwithstanding, some
initial increase in wheel wear, such as
thermal mechanical shelling, is
explainable—and, possibly, expected—
during the familiarization phase when
new train crews gather knowledge about
the braking capabilities of ECP braking.
PHMSA and FRA addressed this issue
in the RIA on page 217. However, the
Oliver Wyman Report does not provide
the necessary context for the
information to allow PHMSA and FRA
to draw any judgments about its
statements. To adequately evaluate such
reports, it is important to untangle the
potential causes so that we can
determine whether the reported wheel
wear was caused by issues related to
ECP braking. The Oliver Wyman Report
does not do that. As a result, it is
impossible to conclude that the reported
wheel wear is caused by ECP braking as
opposed to factors related to track
conditions or usage.

PHMSA and FRA do note that the
phrase “higher brake usage” possibly
could explain the greater wheel wear
found by some ECP brake operations.
The wheel wear per unit time per car is
higher because the cars tend to operate
more miles. The savings in wheel wear,
detailed on pages 263—-266 of the RIA,
are based on car-miles, as explained in
the flow assumptions on pages 252—254
of the RIA. There is no evidence to
suggest the cars with ECP brakes have
more wheel wear per car-mile. As an
example, if the cars have more wheel
wear per unit of time and are
experiencing a 50 percent reduction in
wheel wear, that implies the cars are
used for more than twice as many miles
per car-year as cars not equipped with
ECP brakes. PHMSA and FRA believe
this is a reasonable inference to draw
from the data and notes that it further
contradicts other AAR assertions that
more ECP-equipped tank cars will be
needed. Evidence that ECP-equipped

wheel temperatures are more even, as
offered in the Oliver Wyman Report,
makes it likely that savings per car mile
are being realized in ECP-equipped
trains. Neither AAR, nor the Oliver
Wyman Report, offers any evidence of
less wheel savings per car-mile than
estimated in the RIA.

The Oliver Wyman Report also states
that rail renewal will not be coordinated
with wheel maintenance because the
tank car maintenance will be the
responsibility of the tank car owners,
not the railroad. FRA staff, including
inspectors with recent employment
experience on railroads, are not aware of
any efforts to coordinate wheel
maintenance with rail renewal on any
operating railroads. This seems doubly
irrelevant, as the RIA does not estimate
rail savings as a quantifiable business
benefit, while the Oliver Wyman Report
describes a failure to coordinate
maintenance in a way that is not current
railroad practice.

Brake Inspections: The Oliver Wyman
Report contends that North American
operations have produced no data to
support PHMSA'’s claim that the overall
tank car fleet size can be reduced
because cycle times will improve due to
longer intervals between brake
inspection stops with ECP brake
equipment.

The Oliver Wyman Report contention
does not comport with reality. Railroads
do see advantages from increasing the
current 1,000-mile brake inspection
distance to 3,500 miles.26 FRA allowed
the longer distance between inspections
in its 2008 ECP Brake rule at the request
of railroads as an incentive to the
railroads to test ECP brake equipment
and because of the safety features
inherent in ECP brake systems. See 73
FR 61512 (Oct. 16, 2008). FRA has
recently granted a request from BNSF
and NS allowing these railroads to move
forward with a pilot program that
increases the distance between brake
inspections to 5,000 miles on certain
ECP-equipped trains. This pilot program
allows BNSF and NS to conduct test
operations using an ECP-equipped train
from the Powder River Basin to Macon,
Georgia with only one brake inspection
per trip compared to four inspections
(one Class I and three Class IA
inspections) for the same train operated
using conventional brakes. It follows

26 The recent TTCI ECP Brakes presentation notes
that permitting 3,500 miles between brake
inspections results in about 50 fewer inspections
per year for high-mileage cars. TTCI concluded that
the current regulatory relief on brake inspections for
trains with ECP brakes is a ““ ‘reliable’ benefit for
high mileage cars ($220/car/year),” with a potential
peak of $300/car/year. These estimates are
comparable—although slightly less—to the $330/
car/year benefits PHMSA estimated.
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that if the railroads did not envision a
benefit to the decreased frequency of
brake inspections, they would not be
pursuing the 5,000-mile waiver.

Cycle Times: The Oliver Wyman
Report argues that PHMSA'’s
assumptions regarding reduced cycle
times and reductions in car fleet size are
overstated because trains must still
regularly stop for servicing events and
crew changes. Additionally, the Oliver
Wyman Report contends that the speed
of a single train will be influenced by
other trains on the system, and skipping
inspections does not exempt a train
from network congestion. These
arguments, which are addressed in part
above, do not present a compelling
rationale for eliminating the ECP brake
requirement for HHFUTs.

Class IA brake tests can take several
hours, and are usually performed in
yards. If the ECP-equipped train is ready
for departure eight hours earlier than
usual, the train may be dispatched
ahead of other trains that would have
been dispatched before it in that eight-
hour window, and, it will, on average,
arrive at the next yard eight hours
earlier, as congestion effects are likely to
be random. Also, there is no reason to
revise the estimated reduction in tank
car fleet size assumed by PHMSA and
FRA. Train crew changes do not require
Class IA brake tests, and are not relevant
to this issue. Further, the Oliver Wyman
Report’s suggestion that wheel wear is
increased because of increased usage
would indicate that unit trains are
experiencing shorter cycle times.

Brake Shoe Savings: The Oliver
Wyman Report contends based on a
singular statement from an unnamed
BNSF employee that it is unlikely that
any brake shoe savings would be
possible for ECP brakes compared to
conventionally braked trains.

While PHMSA and FRA did not
calculate any savings for brake shoes in
its analysis of business benefits, it
appears that there might be a benefit,
based on the comment in the Sismey
and Day Report, cited in the Oliver
Wyman Report, that shoe wear was very
even on ECP-equipped trains when
compared to trains with conventional
air brakes. Thus, the concerns raised by
the Oliver Wyman Report in this area
are not relevant to PHMSA and FRA’s
determinations about ECP brakes.

Network Capacity Benefits: The Oliver
Wyman Report questions the RIA to the
extent that it includes a statement that
“FRA found that ECP brakes offered
major benefits in train handling, car
maintenance, fuel savings, and
increased capacity under the operating
conditions present.” The Oliver Wyman
Report is unclear about the basis for this

claim because it contends that “FRA has
not publically reported on any data
collection and analysis from North
American railroad test operations using
ECP brakes.”

The increased capacity discussed in
the RIA comes from a statement in the
Booz Allen Report. However, those
benefits were based on ECP brakes being
installed on a large proportion of the
trains on a line. PHMSA and FRA do
not expect the same situation with
respect to HHFUTSs. As a result, PHMSA
and FRA did not include capacity
benefits in the quantified business
benefits.

4. Reliance on Business Benefits
Compared to Safety Benefits of ECP
Brakes

AAR contends that PHMSA must rely
on theoretical business benefits, even if
not supported by actual experience,
because AAR believes the costs far
exceed the potential safety benefits of
the final rule. We disagree. The safety
benefits of ECP brakes are integral to the
final rule. As such, PHMSA and FRA
relied on both the business benefits and
safety benefits to support the ECP brake
requirement adopted in the final rule.

PHMSA and FRA consider the safety
benefits to be a fundamental element of
the overall benefits and believe that the
safety benefits estimated in the RIA are
reasonable based on the evidence. The
safety benefits of ECP brakes are
thoroughly described in detail in the
RIA on pages 78—120 discussing both
low consequence events and high
consequence events. This discussion
examines the probability of these events
occurring and includes a range of
benefits. Furthermore, the RIA
thoroughly examines the effectiveness
rate for ECP brakes on pages 246-251 in
the context of accident mitigation and
avoidance, finding that ECP brakes
reduce the probability of tank car
punctures in the event of derailment by
about 20 percent.

With respect to AAR’s argument that
PHMSA overly relied on theoretical
business benefits, PHMSA and FRA
requested comments from the industry
in the NPRM. Industry did not submit
any data to contradict our findings.2”
Moreover, between the NPRM and final
rule, PHMSA and FRA continued to
conduct research to determine benefits
that would be most accurate looking at
real world experiences. The business
benefits relied upon by PHMSA came
from documented sources, including

27 Even in the appeal process, the Oliver Wyman
Report provides little verifiable data to support its
findings. Instead, the report relies almost
exclusively on interviews conducted with various
unnamed railroad employees.

testimony and reports from Class I
railroads. These sources include reports
addressing operations on CP, BNSF,
Quebec Cartier Mining, UP, and NS, as
well as operations on international
railroads. PHMSA and FRA’s views
were also informed by review of the
Booz Allen report prepared for FRA in
2006. All these reports are cited in the
RIA on pages 34, 217, 235, 236, and 263.

These sources discuss the actual
effects of ECP brake usage on multiple
railroads. Indeed, long before PHMSA
began the rulemaking process for the
final rule, BNSF reported fleet
reductions on trains equipped with ECP
brakes. Similarly, NS reported that ECP-
equipped trains experienced a reduction
in dwell time, operated at track speed
for longer periods of time, were able to
better control their speed, and had faster
loading processes and better car loading
performances than trains with
conventional braking. This information
is consistent with the recent TTCI ECP
Brakes presentation noted above, which
found among other things that ECP
brakes could increase equipment
utilization, allow for longer trains, and
permit higher train speeds. While this
presentation was not used in the
development of the final rule, it is
helpful in informing the current
discussion on ECP brakes. However,
even without the TTCI ECP Brakes
presentation, PHMSA is confident the
information cited in the RIA supports its
analysis.

5. Cost Related to Implementation of
ECP Brakes

AAR argues that PHMSA
underestimated the cost of
implementing ECP braking in the final
rule, and that the actual cost to
implement ECP brakes on HHFUTs is
more than six times PHMSA'’s estimate.
This argument is based on AAR’s
contention that ECP brake-equipped
tank cars and locomotives will not run
in dedicated sets, segregated from the
rest of the fleet. AAR contends that
segregated fleets are not operationally
possible. As a result, it suggests that 10
times as many locomotives will need to
be equipped with ECP brakes as we
estimated and that PHMSA
underestimated the number of tank cars
needed for ECP brake service on
HHFUTSs by more than 25 percent. See
Oliver Wyman Report, pp. 49-70.

These arguments are not new.
PHMSA and FRA considered AAR’s
comments to the NPRM on this subject.
We expect that railroads will be able to
manage HHFUT fleets, which can be
kept as captive fleet unit trains. Similar
to unit coal trains that currently operate
with ECP brakes, HHFUTs are expected
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to stay together, including the
locomotive. See RIA, p. 220. While
railroads may regularly shift
locomotives under current operations,
PHMSA and FRA are confident that,
like coal unit trains, railroads can
manage a specialized fleet of ECP-
equipped locomotives to handle
HHFUTs. See RIA, p. 221. In this sense,
managing locomotives for HHFUTs
likely is similar to managing distributed
power locomotives, which is already a
common practice. Not all trains have
distributed power, but the railroads
have a history of being able to manage
these assets efficiently.

PHMSA and FRA do recognize there
are costs associated with keeping a fleet
of HHFUT locomotives. As a result,
PHMSA and FRA estimated that it
would cost around $80 million
(undiscounted) to equip all the
necessary locomotives with ECP brakes.
This included equipping four
locomotives for every train, even though
we expect that railroads will only need
an average of three locomotives for
operations. We also included the cost of
wrap-around cables to provide a backup
preventing the lack of locomotives from
becoming a bottleneck. Wrap-around
cables allow a train to operate in ECP
brake mode even when one or more
locomotives or cars are not equipped
with ECP brakes. Additionally, PHMSA
and FRA accounted for fleet
management costs.

The Oliver Wyman Report assumes
that all locomotives will be equipped
with ECP brakes, with a total cost of
about $1.8 billion. This appears to
overestimate the costs, as it assumes
that railroads cannot manage their
locomotive fleets. Given the railroads’
history of effectively managing their
equipment, it is unlikely that railroads
will equip all locomotives. However, if
a railroad chooses to equip all
locomotives, it will be an operating
practices decision and not due to the
regulation.

The costs that PHMSA and FRA used
are well documented in the RIA. They
incorporate the comments PHMSA
received to the NPRM. Many of these
comments came from the rail industry,
including AAR, RSI, and car
manufacturers. For example, we
estimated that it would cost $7,800 to
retrofit a tank car with ECP brakes and
$7,300 to equip a new car with ECP
brakes. This was based on comments
from RSI. The average cost—based on
the estimated number of new
construction tank cars needed compared
to the number of retrofit tank cars
needed—was $7,633. AAR in its
“Supplemental Comments,”” which were
posted to the docket on January 30,

2015, stated that the cost of ECP brakes
per tank car is $7,665. The Oliver
Wyman Report states that the cost per
tank car for ECP brakes is $9,665. See

p- 58. Based on the evidence available,
PHMSA made a reasonable estimate of
the cost of equipping each required tank
car with ECP brakes.

With respect to the cost of
locomotives, the Oliver Wyman Report
estimates the cost of equipping a current
locomotive to be $88,300 and provides
no estimate for equipping new
locomotives. PHMSA and FRA
anticipate that 2,532 locomotives would
be needed to operate all HHFUTSs in ECP
brake mode. As discussed, this number
is based on an average of three
locomotives per HHFUT plus an
additional locomotive for each HHFUT
to act as a buffer when another
locomotive is shopped. Therefore, based
on current production, PHMSA and
FRA expect that the railroads will be
able to operate HHFUTs using new
locomotives. We estimate the
incremental cost of equipping a new
locomotive with ECP brakes over
current technology electronic brakes
(i.e. Wabtec Fastbrake or New York Air
Brake CCB-2) to be about $40,000. This
information was provided by FRA’s
Motive Power and Equipment Division,
and was based on the Division’s
background knowledge resulting from
information from the manufacturers. As
a result, PHMSA and FRA are confident
that the estimate is reasonable.

The Oliver Wyman Report also
assumes that every employee must be
trained on ECP brake systems. PHMSA
and FRA believe the ECP brake
requirements in the final rule can
reasonably be accomplished without
training every employee. Indeed, we
significantly increased the number of
employees we estimated would need to
be trained from the NPRM to the final
rule. This was because PHMSA and
FRA reassessed their initial position
from the NPRM based on the public
comments. Using the waybill sample,
we determined that approximately 68
percent of the total ton-miles were on
routes that had crude oil or ethanol unit
trains. As a result, PHMSA and FRA
adjusted the number of employees to
include 68 percent of the total crews.
According to these estimates, around
51,500 employees would need to be
trained, as described on page 242 of the
RIA.

The Oliver Wyman Report also states
that it takes significantly more time to
make repairs on trains equipped with
ECP brakes. We acknowledged that the
lack of training and unfamiliarity with
the ECP brake components likely

contribute to such delays.28 See RIA, pp.
223-224. However, once all employees
who work at locations with ECP-
equipped HHFUTs are adequately
trained, PHMSA and FRA expect the
repair time will be reduced to match
that of conventional brakes.

6. Potential for Network Disruption

AAR contends that mandating ECP
brakes will cause significant collateral
damage because ECP brakes are
unreliable. AAR similarly believes that
deployment of ECP brakes will disrupt
major arteries in the national railroad
network, thereby degrading the
performance and capacity of the
network. Further, AAR argues that the
ECP brake requirement could delay
Positive Train Control (PTC)
implementation, which has been
deemed safety-critical.

PHMSA and FRA addressed these
arguments in the RIA in our discussion
on the reliability of ECP brakes. See
RIA, pp. 222—-226. PHMSA and FRA
conducted substantial research into the
implementation of ECP brakes and
found no examples of damage to the
network where ECP brakes were
properly integrated. As a result, we
expect that with the correct
infrastructure in place—such as
sufficient training of railroad personnel
and proper deployment of equipment
and ECP brake components to ensure
that they are readily available when
needed—railroads can manage the ECP
brake implementation without a
disruption to the network. As noted in
the RIA, at least one manufacturer has
stated that the issue with ECP brake
systems ‘‘is not reliability, but rather,
availability of power and shops.” “The
Science of Train Handling”, William C.
Vantuono, Railway Age, June 2012, at
25-26. Because of these issues, PHMSA
recognized that there may be delays
associated with ECP brake
implementation at the initial stages, as
there would be during the roll-out of
any newer technology. However, given
that the ECP brake operations are not
required on HHFUTs until January 1,
2021, for trains transporting a loaded
tank car of Class 3, PG I, flammable
liquid, and May 1, 2023, for all other
HHFUTSs transporting Class 3 flammable
liquids, PHMSA believes there is
sufficient time built into the
implementation to ensure the network is
not significantly disrupted by delays
attributable to ECP braking technology.

AAR’s reliance on the Oliver Wyman
Report does not alter PHMSA and FRA’s

28 The current lack of availability of the necessary
ECP brake system components can also contribute
to delays.
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position. The Oliver Wyman Report
claims that “[a]ldding a second braking
technology to a large portion of the
North American rolling stock fleet will
materially increase the operational
complexity of the railroad industry, and
will reverse gains in productivity
achieved over the past 35 years.” See
Oliver Wyman Report, p. 79. We
analyzed the size of the fleet that would
be required to be equipped with ECP
brakes in the RIA. The number of cars
and locomotives required to operate an
HHFUT fleet equipped with ECP brakes
likely would be relatively small and
captive (a maximum of 633 unit trains
on the network at any given time, see
RIA, p. 219) when compared to the total
universe of train movements.

The Oliver Wyman Report also raises
a number of issues, including concerns
about ECP cables, ECP brake-equipped
locomotives, ECP brake car components,
crosstalk, and unexpected stopping.
None of these purported issues support
eliminating the ECP brake requirement
in the final rule. Much of what is
presented is anecdotal evidence based
on reports from unnamed railroad
personnel that are lacking in data or
analysis. Further, some of the railroads
cited as providing information on their
ECP braking experience have no
experience with the current version of
ECP brakes that is compliant with July
2014 update to the AAR Standard S—
4200 series. For example, CP has not
used ECP braking since removing it
from limited operations in 2012, while
UP has not operated ECP-equipped
trains in approximately six years.

AAR raised the ECP brake cable issue
in its comments to the NPRM and
PHMSA and FRA addressed those
comments in the final rule. See 80 FR
26702. AAR commented that the cables
and batteries for ECP brakes would need
to be replaced every five years. PHMSA
and FRA accounted for this cost in the
RIA on page 228.

We also addressed the crosstalk issue
in the RIA at page 225. Crosstalk occurs
when there is an interruption in the
signal, usually caused when two ECP
brake trains pass in close proximity,
which results in an ECP-equipped train
going into emergency brake mode.
PHMSA and FRA acknowledged that
this was an issue in earlier iterations of
ECP brake systems, but software updates
to the ECP brake programming had
resolved the problem. See “The ECP
Brake—Now it’s Arrived, What’s the
Consensus?” Indeed, AAR
acknowledged this by incorporating the
software update into the AAR Standard
S—4200 series in July 2014.

The Oliver Wyman Report further
contends that PHMSA and FRA

incorrectly assessed the effect of ECP
brakes on wheel wear. The basis for this
contention appears to be some recent
“test operations” on BNSF where wheel
defects such as tread build up, flat
spots, and wheel shelling have been
found. See Oliver Wyman Report, p. 94.
PHMSA and FRA note that the quoted
“BNSF 14 Run Overview 2014 has not
been provided for reference, and, as
discussed above, the report does not
present any evidence that ECP-equipped
trains actually experience more of these
types of defects than equivalent trains
with conventional air brakes operating
under the same conditions over the
same track. Although some initial
increase in wheel wear, such as thermal
mechanical shelling, would be
explainable during the familiarization
phase when new train crews gather
knowledge about the braking
capabilities of ECP brakes, see RIA, p.
217, the Oliver Wyman Report does not
put its information in a context that
allows PHMSA and FRA to draw any
judgments about that information. The
same is true with respect to the
reporting of a recent situation where a
single train had 14 separate wheel
exceptions taken. The Oliver Wyman
Report merely concludes the wheel
exceptions were due to ECP braking
without examining the potential causes
to determine whether the reported
wheel wear was actually caused by
issues related to ECP braking or
something else. Therefore, as presented,
there is no evidence that the reported
wheel wear is caused by ECP braking as
opposed to factors related to usage or
other track conditions. This is important
because wheel wear is a function of use.
Further, as noted above, the phrase
“higher brake usage” possibly explains
the greater wheel wear found in some
operations. The wheel wear per unit
time per car is higher because the cars
operate more miles. PHMSA and FRA
calculated the savings in wheel wear,
detailed on pages 263—266 of the RIA,
based on car-miles, as explained in the
flow assumptions on pages 252—-254 of
the RIA. There is no evidence to suggest
these cars have more wheel wear per
car-mile.

The Oliver Wyman Report also argues
that PHMSA and FRA did not address
potential problems with buffer cars for
HHFUTs. In the RIA, p. 238, we address
the costs associated with equipping the
buffer cars with wrap around cables.
This was considered the lowest cost
option. PHMSA and FRA recognized
that there are other options, as the
Oliver Wyman Report details. The
Oliver Wyman Report option of
equipping a fleet of buffer cars with ECP

brakes is significantly more expensive
than the reasonable alternative we
provided. If railroads chose to use a
permanent fleet of ECP-equipped buffer
cars, that would be a business decision,
not a regulatory requirement.

Finally, AAR contends that the ECP
brake requirements in the final rule may
delay implementation of PTC. Railroads
are currently required by statute to
implement PTC by the end of the year
2015. The ECP brake requirement for
HHFUTSs does not become effective until
January 1, 2021, or May 1, 2023,
depending on the commodity being
transported. This means that railroads
should have PTC implemented well in
advance of the ECP brake requirement.
Thus, we do not foresee a situation
where the ECP brake requirements will
delay PTC implementation.

7. Reliance on the Sharma Report

AAR contends that PHMSA and FRA
erred in using the new Sharma &
Associates report (Sharma Report) to
calculate the benefits due to the reduced
probability of punctures on HHFUTSs
operating in ECP brake mode. It argues
that the assumptions used in the
Sharma Report are flawed in numerous
ways. AAR provides the “Summary
Report Review of Analysis Supporting
‘Hazardous Materials: Enhanced Tank
Car Standards and Operational Controls
for High-Hazard Flammable Trains’
Final Rule” (TTCI Summary Report),
which TTCI personnel prepared, as a
supporting document. We disagree with
AAR’s contentions. For the reasons
discussed below, PHMSA and FRA find
that AAR’s arguments do not support
eliminating the ECP brake requirement
in the final rule.

Statistical approach: The statistical
approach used in the Sharma Report to
analyze the potential benefits of ECP
brakes in the final RIA is not flawed.
The confidence band suggested by the
TTCI Summary Report is applicable to
situations where a minimum value is
being specified. The confidence band is
needed to understand the range of
values and the potential for values to
fall below the specified value. For
example, when specifying tensile
strength of a material (based on average
test values) it is important to know the
potential variability, in the form of a
confidence band, of the strength. In the
case of the RIA, PHMSA and FRA’s
analysis determined the effectiveness of
ECP brakes based on the average of the
calculated number of punctures.
Implicit in a comparison of averages is
that in some cases the effectiveness will
be less than the average and in others
greater than the average.
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Consider the notion of “test” versus
“simulation.” As an example, if one
were conducting a physical test to
determine the effect of a change in
thickness on the impact energy of a
specimen, one might have to conduct
several tests and then apply statistical
techniques to the measured values to
arrive at the results. On the other hand,
if one were using a finite element
simulation to measure the same
condition, one set of simulations would
be sufficient. In fact, every simulation
with the same set of input parameters
would produce the same output. The
variability that is associated with
“testing” is not there.

Another problem with using the
conventional statistical methods, such
as confidence intervals and margins of
error, is that the cases PHMSA 1is
“sampling”” are not random. In fact, they
were deliberately chosen to represent a
range of input conditions. Additionally,
the methods suggested in the TTCI

Summary Report would not be
appropriate because there is no variance
in the “measured” results of our trials.
Each trial (a simulation with a specific
set of inputs) always produces the exact
same set of outputs. Hence, our
“variation” is not produced by the
random variation of factors beyond our
control; it is essentially the result of
specific input conditions, though the
outputs are not predictable from the
outset.

The Sharma Report considers all
different combinations of initial speed
and number of cars behind the point of
derailment (POD). The sample size for
the conventional and ECP brake systems
consists of 162 cases (separate
derailment simulations) each. For the
two-way EOT brake configuration, 90
cases were considered. As indicated
above, these cases were used to simulate
average derailment conditions using
each brake configuration. The
methodology is not trying to predict the

outcome of a specific derailment within
some margin of error, nor is it being
used to assure that all outcomes meet
some minimum requirement within
some confidence interval (such as how
a set of tensile tests would be used to
establish a design stress for a material).
For these reasons, the TTCI Summary
Report analogy of an election is, again,
flawed, as the system is not trying to
predict the results of one particular

event.

Inconsistent values in tables: The
TTCI Summary Report also points to
number of inconsistencies in the values
reported for the most likely number of
punctures and the analyses in which
they are used throughout the RIA.
PHMSA recognizes that there was a
transcription error in Table BR4 of the
RIA, see p. 210, and corrects those
errors here. Table BR4 should read as

follows:

TABLE BR4—RIsK IMPROVEMENT DUE TO BRAKING, WITH POD DISTRIBUTED THROUGHOUT THE TRAIN

Most-Likely number of punctures Percent
ir‘?protvel?glgt
Tank type Speed, mph Conventional Two-way EOT bllfjaeke% onl
brakes (DPr-eEf)ld + ECP Brakes compared t¥)
two-way EOT
7/16” TC128, 11 gauge jacket, 12" full-height head shield 30 3.75 3.25 2.91 10.5
40 6.80 6.14 4.64 24.4
50 9.31 7.86 7.23 8.0
9/16” TC128, 11 gauge jacket, 2" full-height head shield 30 3.03 2.66 212 20.3
40 5.64 5.09 3.78 257
50 7.82 6.57 6.01 8.5

The TTCI Summary Report suggested
that the effectiveness rate calculated in
Table BR7 would change as a result of
the transcription error in Table BR4.
However, this is incorrect because Table

BR7 calculates the effectiveness of ECP
brakes after the effectiveness of the tank
car upgrades is calculated. In other
words, the ECP brake effectiveness
values reported in Table BR7 reflect the

effectiveness of ECP brakes in
derailments involving DOT-117 and
DOT-117R specification tank cars. As a
result, Table BR7 continues to read as

follows:

TABLE BR7—EFFECTIVENESS RATE OF ECP BRAKES WEIGHTED BY VOLUME OF PRODUCT SPILLED IN A DERAILMENT

ECP Cumulative
Number of Total spill Share of total | effectiveness effectiveness
incidents volume volume rate at 30, rate
40, 50 mph (%)
Below 34 MPh ...ooiiie e 33 798,433 22.8 20.10 4.6
35-44 mph 8 1,488,350 49.2 25.80 12.7
45 mph and aboVe ........cccceiiiiiiiii e 5 980,180 28 8.60 2.4
TOAD e 46 3,499,656 100 | oo, 19.7

Modeling used in the final rule: The
TTCI Summary Report contends the
modeling and analytical approach used
in the final rule is sufficiently different
from the modeling and analytical
approach used in the NPRM, suggesting
that reliance on the final Sharma report
for the final rule warranted additional

notice and comment. Yet AAR
discussed this very work in detail in its
comments to the NPRM review. AAR’s
comments to the NPRM appended a 13-
page critique of the LS-Dyna
methodology authored by Dr. Steven
Kirkpatrick of Applied Research
Associates. In addition, the main body

of AAR’s comments to the NPRM
contained several references to both Dr.
Kirkpatrick’s critique as well as
Sharma’s reliance on the LS-Dyna work.
In developing the final rule, we refined
the modeling and analytical approach
used in the NPRM to account for and
take into consideration many elements
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of AAR’s comments and Dr.
Kirkpatrick’s critique. For example, the
modeling conducted during preparation
of the NPRM was limited to modeling
the results of a derailment of a 100-car
train, assuming the derailment occurred
at the first car behind a train’s
locomotive. In response to AAR’s
comments and Dr. Kirkpatrick’s
critique, in developing the final rule, we
conducted additional modeling again
using a 100-car train model, but this
time to more accurately represent real
life derailment scenarios, we modeled
and analyzed the effects of cars
derailing throughout the train consist
(i.e., assuming the 20th, 50th, and 80th
cars in a consist derail), not just the first
car. Similarly, to address AAR and Dr.
Kirkpatrick’s concerns regarding the
impactor size used in the modeling, we
conducted a sensitivity analysis using
both smaller and larger-sized impactors
than used in the NPRM modeling. This
sensitivity analysis demonstrated that
impactor size affected the number of
tank cars punctured and the velocity at
which those cars punctured only
negligibly.

One element of the analysis that was
introduced for the final rule was the
mechanism for calculating overall
effectiveness based on the distribution
of PODs along the train. This addition
to the analysis was in response to the
critique of the technique by AAR/TTCI
in comments to the NPRM suggesting
that this distribution be accounted for in
the analysis. This element was added to
the analysis in the final rule stage in
response to AAR’s comments critiquing
the NPRM.

The Sharma Report model was
validated in both the number of cars
derailed and number of punctures in
real life derailments such as Aliceville.
Indeed, the rear car distance traveled in
one set of Dyna simulations matched the
Aliceville locomotive’s event recorder
data with a difference of less than four
percent. This indicates that, in spite of
all the potential variations, the
derailment simulations closely matched
what actually occurred in the Aliceville
accident as evidenced by the event
recorder download. See RIA, p. 214.

On the issue of impactor size
distribution, the TTCI Summary Report
notes that “the distribution of impactor
size was very similar.” PHMSA and
FRA disagree. The average impactor size
variation between the three
distributions was 58 percent. We would
not characterize that as ““similar.” Past
work on tank car puncture resistance—
including substantial work conducted
by Dr. Kirkpatrick (and funded by the
industry/AAR)—shows that the effect of

a 58 percent variation in impactor size
is quite significant.

Furthermore, the review of Sharma’s
modeling in AAR’s comment to the
NPRM suggested that the distribution
presented above might be skewed
towards smaller impactors. However, as
noted by Dr. Kirkpatrick in his earlier
work, when the combinations of
complex impactor shapes (such as
couplers and broken rail) and off-axis
impactor orientations are considered,
many objects will have the puncture
potential of an impactor with a
characteristic size that is less than 6
inches. See “Detailed Puncture Analysis
of Tank Cars: Analyses of Different
Impactor Threats and Impact
Conditions,” Kirkpatrick, SW., DOT/
FRA/ORD-13/17, March 2013.29 The
impactor distributions considered in
PHMSA and FRA’s analysis in the final
rule are consistent with this notion.

Need for additional study: The TTCI
Summary Report contends that the
modeling and analysis utilize a number
of assumptions and simplifications, the
effects of which need further study.
AAR made a similar comment in its
comments on the NPRM, and the
extended analysis in the final rule
addressed these issues by studying/
reviewing several additional elements of
the methodology. PHMSA and FRA
addressed several prior criticisms
submitted in connection with the
NPRM, including:

e The effect of varying the POD along
the length of the train

e The effect of alternate train lengths

o The effect of varying internal
pressures

e The effect of varying impactor sizing,
etc.

In addition, the RIA for the final rule
includes justification for many of the
assumptions made in the analysis,
including the friction coefficients used,
the coupler model, and the lateral
derailment load values. See RIA, pp.
63-72, 207-212, 213-216, and 246-247.
In other words, this is similar to AAR’s
earlier critique on the topic and we
addressed most elements of that critique
in the RIA.

Derailment location: The TTCI
Summary report states that ““the
probability distribution for derailment
location within the train does not
appear to take train length into
account,” thus exaggerating the benefit
of operating in ECP brake mode. The
Sharma Report estimated the
distribution of PODs using the best
available data, which included all
reasonable derailments. Any

29 https://www.fra.dot.gov/eLib/details/L04420.

“exaggeration” of benefits towards ECP
brakes due to the PODs being skewed
towards the front of the train would
tend to exaggerate the benefit of DP
trains even more. Thus, even if the
distribution was skewed towards the
front, the Sharma Report does not
exaggerate the relative benefits of ECP
brakes compared to DP trains.

Use of derailment data from all train
types: The TTCI Summary Report
asserts that the analysis performed on
the probability of derailments occurring
throughout the train seems to use data
from all train types to derive a
distribution of derailment locations.
This is true. The locations of train
derailments are more uniformly spread
under mixed traffic conditions
compared to unit trains. This tends to
push the average location of POD
further towards the rear of the train. In
fact, the POD, as a percent of the length
of train for unit trains, is about half that
of freight trains (21% compared to
41%). As a result, PHMSA and FRA
expect that the use of derailment data of
all train types (as opposed to unit trains
only), results in a prediction of lower
benefits for ECP braking. Using PODs
from unit trains only would have led to
ECP brake benefits being higher. We
considered this during development of
the final rule and determined our
assumptions were conservative.

Analyzing the number of cars trailing
POD: The TTCI Summary Report notes
that “[tlhe critical parameter is not the
first car in the train that was derailed,
but rather the number of cars trailing the
first car derailed.” PHMSA and FRA
agree. This is exactly how all the LS-
Dyna modeling was done. We modeled
100 cars, 80 cars, 50 cars, and 20 cars
behind the POD, and interpolated the
results for the other cases.

Net braking ratios: The TTCI
Summary report notes that PHMSA and
FRA make multiple references in the
RIA to the use of higher net braking
ratios (NBR) with ECP brakes. While the
RIA does make reference to a higher
NBR, the LS-Dyna simulations were all
performed with the same braking ratio.
The results presented in the RIA are
based on ECP brakes with 12 percent
NBR, the same used for the other brake
systems considered. See RIA, pp. 324.
So, the benefits attributed to ECP brakes
regarding the reduced number of cars
punctured do not include any
contribution from increased braking
ratio.

However, it is important to note that
even though the NBR allowed for the
different brake systems are theoretically
the same, the use of ECP brakes does, as
a practical matter, allow a train to better
approach the high end of the limit. This
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is because features inherent to ECP
brake design allow a more uniform and
consistent effective brake cylinder
pressure to be maintained as compared
to conventional pneumatic brakes.3°
Closed loop feedback control of the
cylinder pressure is an inherently more
reliable method of obtaining the
commanded pressure than the open
loop, volume displacement method
used in conventional brake systems.
Furthermore, trains equipped with ECP
brakes can detect and report low brake
cylinder pressure malfunctions on
individual cars, which can then be
addressed. In contrast, a malfunctioning
pneumatic control valve generating
lower than commanded pressure may go
unnoticed indefinitely. Additionally,
the overall braking ratio of a train
equipped with ECP brakes can be much
closer to the allowable upper limit than
a conventionally-braked train because
the cars in an ECP-equipped train are all
braking at the same effective brake ratio
(to the extent that the physical capacity
of their individual construction allows).
The brake ratios of cars in a
conventionally-braked train can vary
over the allowable range (8.5 percent to
14 percent loaded NBR), so the train
average brake ratio is limited by this
variation already built into the existing
fleet. For these reasons, PHMSA and
FRA expect that DOT-117/DOT-117R
cars (with ECP brakes) can be built (or
converted from existing cars) with an
NBR close to 14 percent and operated
(in ECP trains) with a train average
brake ratio also very close to 14 percent.
In contrast, the train average brake ratio
of a train with conventional air brakes
is likely to be significantly lower, even
if some of the cars have close to a 14
percent NBR.

Control of unit trains: The TTCI report
takes issue with a statement in the RIA
to the final rule concerning unit train
operations being more difficult to
control than other types of trains. The
excerpts, and TTCI’s comments, are
qualitative characterizations of unit
train operations. However, the excerpt
from the RIA did not influence the
objective analysis we performed in
support of this rule.

Peak ECP brake benefits: TTCI takes
issue with the modeling that shows ECP
brake effectiveness peaking at 40 mph.

30 The NTSB’s recent study notes that ECP brake
systems can provide the same target NBR for each
car in the consist and apply a consistent braking
force to each car nearly simultaneously, which
allows all cars to decelerate at a similar rate. This
minimizes run-in forces, and therefore reduces the
likelihood of a wheel derailment and the sliding of
braked wheels. All of these factors potentially allow
ECP brakes to operate nearer to AAR’s upper limit
for NBR. See “Train Braking Simulation Study,” pp.
10-11.

The TTCI Summary reports states, ”’
[iIntuitively, it would seem that the
benefit of ECP brakes would either
increase or decrease as speed
increases.” Derailment performance is
the result of several physical
phenomena. Consider a derailment that
happens at a very slow speed. Given the
physical strength of the tanks and the
energy levels involved, there would be
no punctures for either a conventionally
braked train or an ECP-equipped train.
As a result, there would be no perceived
derailment benefit to ECP brakes at very
low speeds when the benefit is
measured by puncture probability. As
the speeds increase, and one starts
seeing multiple punctures as a result of
the derailment, the benefits of ECP
braking become more apparent.
However, at higher speeds, the
percentage of braking time spent in the
“propagation mode” (where ECP brakes
offer the most benefit) is a smaller
portion of the overall time spent
braking. Consequently, the relative
benefits of ECP braking start to diminish
at speeds over 40 mph.

Derailment rates: The derailment rate
we used was based on the most recent
five complete years of data: 2009-2013.
Using the most recent years to construct
this rate largely incorporates the factor
of 10 decrease in the observed
derailment rate cited by TTCI into our
estimate of future derailments. It is not
realistic to expect tenfold decreases in
the derailment rate to continue
indefinitely. In our judgement, the rate
decrease may have bottomed out, so we
used a constant rate based on the most
recent data, which reduces the rate to
the fewest derailments per carload
observed in the available data, to
forecast future derailments.

Criticism of Train Operation and
Energy Simulator (TOES) modeling: The
TTCI Summary Report attempts to
respond to perceived criticism of the
TOES modeling TTCI used to evaluate
emergency braking scenarios involving
ECP brakes. As an example, the TTCI
Summary Report takes issue with the
statement in the RIA that TTCI’s
modeling “only captures a part of the
benefit of ECP.” See RIA, p. 70. TTCI
contends that

[t]his statement implies that the ECP braking
system has an effect on other aspects of the
derailment dynamics that were included in
the DOT analysis, such as impactor size
distributions and tank car puncture
resistance. In fact, the amount of energy is
the only thing that ECP brakes (or any brake
system, for that matter) can directly affect.

The TTCI Summary Report’s
contention, however, ignores the
reduced coupler force benefits of ECP
braking. The lower coupler forces

inherent to an ECP brake application
reduce the chaos/energy input into the
simulation. The TTCI Summary Report
did not consider or even acknowledge
the benefits associated with this aspect
of ECP braking.

The TTCI Summary Report also takes
issue with statements in the RIA
discussing PHMSA and FRA’s
conclusion that AAR’s predictions of
two-way EOT or DP performance are
overestimated. See RIA, pp. 68 and 70.
This is because AAR’s comments, which
rely on a TTCI Summary Report, expect
that DP and two-way EOT devices offer
a benefit if the derailment occurs in the
rear half of the train. This is incorrect.
There is no benefit to DP if the POD is
in the second half of the train. Under
derailment conditions (where trains
break in two), DP offers no benefit over
conventional brakes. By keeping the
train together in their simulations, AAR
attributed benefits to DP and two-way
EOT devices where none exist. Indeed,
this issue is addressed in NTSB’s Train
Brake Simulation Study, published on
July 20, 2015. See p. 12. While this
newly issued study was not used in the
development of the final rule, it is
informative on ECP brake performance
in emergency braking compared to DP
emergency braking. Indeed, the NTSB
specifically looked at derailments with
air hose separation and train separation
occurring in the second half of the train
and found “there is no benefit to DP if
the emergency is initiated in the second
half of the train.” 31 Thus, the NTSB
study determined that trains operating
in ECP brake mode ““[are] not
substantially affected by the location of
the emergency initiation.”

Finally, The TTCI Summary Report
argues that “there is no analysis
produced that shows that reducing the
number of cars in the Aliceville
derailment from 26 to 24.5 (or even 24)
cars would have resulted in a
significant—or any—benefit in terms of
reduced severity of the accident.” We
disagree. The reduction of the number
of cars punctured is fundamental to
improving tank car safety. All the
comments from AAR and the industry,
whether it is adding head shields,
jackets, or thickness, have aimed exactly
for this result: reducing the number of
cars punctured. One way to reduce the
number of cars punctured is to stop
them from entering the pile-up in the
first place. By TTCI’s own analysis,
which is skewed towards overestimating
the benefits of DP, ECP braking provides
an eight percent reduction in the

31 NTSB also notes that this scenario is more
consistent with recent tank car derailments than a
derailment where there is no train separation.
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number of cars entering the pile-up, and
a further twelve percent reduction in
kinetic energy, a combined benefit of
about 20 percent due to ECP braking. If
one then combines this benefit with the
structural benefit such as jackets and
head shields, one starts seeing
cumulative significant reductions in
damage severity, which is the intent of
the final rule.

8. Integration of ECP Brakes With
Positive Train Control (PTC)

Relying on the Oliver Wyman Report,
AAR asserts that requiring ECP brakes
on HHFUTs will present integration
challenges with PTC for two reasons.
First, implementation of the ECP brake
requirement will require new braking
algorithms. Second, there will be
difficulties associated with installing
two complex technologies on
locomotives simultaneously. PHMSA
and FRA addressed both of these
arguments in the final rule and do not
find either argument compelling.

The Oliver Wyman Report states that
braking algorithms will need to be
modified and that there will be great
difficulty and expense creating
algorithms for PTC for ECP trains.
PHMSA and FRA previously addressed
this argument in the preamble to the
final rule. See 80 FR 26702-26703. We
recognize that PTC coupled with ECP
brakes may result in significant business
benefits—such as increased fluidity and
higher throughputs—but there is simply
no regulatory requirement directing that
ECP brake systems be integrated with
PTC. Further, the Oliver Wyman Report
assertion that integration is necessary
for safety reasons is not supported by
data or analysis. PTC operates on a
block system with forced braking to
ensure that a single block is not
occupied by two trains at once. In other
words, if one train is occupying the
block, then a trailing train cannot enter
the block. An algorithm based on a
conventionally braked train will provide
a conservative cushion for the stopping
distance for a train operating in ECP
brake mode, but it does not change the
fact that under PTC only one train will
occupy the block at a time. Operations
during this time could be used to safely
collect the data needed to develop the
algorithm to apply to trains operating in
ECP brake mode. Of course, once
developed, the benefits of shorter
stopping distances can then be safely
integrated into the system, but such
actions would be voluntary business
decisions by a railroad based on a belief
that integration between ECP brakes and
PTC will provide efficiencies not
otherwise available.

The Oliver Wyman Report further
contends that there will be costs
associated with placing locomotives in
the shop to install ECP brake systems in
addition to PTC programming. PHMSA
and FRA accounted for the costs of
installing ECP brakes on locomotives on
page 219-220 of the RIA, assigning a
cost of $40,000 per locomotive.32 This is
for new locomotives, because PHMSA
and FRA expect that the allotment of
locomotives needed to operate HHFUTs
will come from new builds. As a result,
shop time likely will be reserved for
regular inspections (e.g., 92-day and
368-day inspections), at which time the
railroads may take the opportunity, to
the extent necessary, to focus on PTC
installation issues.

The Oliver Wyman Report attempts to
buttress its argument on costs by stating
that there will be hidden costs due to
the complexity of integrating PTC and
ECP brakes on the same locomotive.
Such comments are purely anecdotal
and not supported by any data or
analysis. The purported costs are
unquantified in the Oliver Wyman
Report and appear to be based solely on
the comments of an unnamed UP
mechanical officer. PHMSA notes that
UP has minimal experience with ECP
brakes, using the technology for about
eight months over six years ago.

Finally, PHMSA and FRA note that
the Oliver Wyman Report states ECP
braking is not a mature technology and,
therefore, “will increase operational
disruption and failures that compromise
safety.” PHMSA and FRA addressed
contentions about technological
readiness in the RIA at page 222-225. Tt
is unclear why the Oliver Wyman
Report insists on characterizing ECP
brake technology as “immature.” Such
statements are unsupported and,
indeed, contradicted by various other
sources. In the RIA, we cited an
independent report calling ECP a
“mature” technology. To place the
quote in context, PHMSA and FRA now
cite to the entire paragraph:

Application of ECP-brakes in freight trains
is a technology that can reduce derailment
frequency. The technology for ECP-brakes is
mature and such brakes are applied in
passenger trains and in block trains for
freight in Spoornet, South Africa and by
Burlington Northern Santa Fe (BNSF) and
Norfolk Southern (NS) in the USA. ECP-
brakes in freight trains would reduce the

32 PHMSA notes that its $40,000 estimate is
consistent with a recent TTCI ECP Brakes
presentation. In that presentation, TTCI estimated
the cost of equipping a locomotive with ECP brakes
at $40,000 based on a 2011 study. That is less than
half the cost estimated in the Oliver Wyman Report.
PHMSA recognizes that costs can change over time,
but the presentation is instructive on the issue of
costs.

longitudinal forces in the train during
braking and brake release, and in particular
for low speed braking it would significantly
reduce the risk of derailment.33

PHMSA and FRA recognize that ECP
brakes are not in widespread use in the
U.S., but that is not a proxy for maturity
of the technology. AAR first began
developing interchange standards for
ECP brake systems in 1993. As noted in
the RIA, North American railroads have
used ECP brakes in some form since at
least 1998. Australian railroads began
widespread use of ECP brakes in 2005.
The technology has grown and
improved over that time as the industry
has worked to resolve “crosstalk” and
“interoperability’ issues. Even TTCI, in
its recent ECP Brakes presentation,
notes that AAR “‘agrees that ECP is a
mature technology.” Of course, this is
not to suggest that no issues will arise
with ECP brakes as railroads implement
the braking system on HHFUTs.
However, PHMSA and FRA account for
such issues in the RIA, recognizing
there will need to be significant
investment in training and to ensure
sufficient equipment is on hand to
address normal operational issues.
Therefore the accumulation of business
benefits was assumed to be
demonstrated one year after ECP trains
are put into service, recognizing that
this change in operating culture will
take time. See RIA pg. 218.

9. Impact on Small Business

AAR contends that the final rule fails
to address or mitigate the harmful
impact on small business, including
Class III railroads, commuter railroads,
smaller contractors, and hazardous
materials shippers. The basis for this
contention is that federal law requires
PHMSA and FRA to assess the impact
of the final rule on small business and
consider less burdensome alternatives.
We did assess the impact of the final
rule on small business and considered
less burdensome alternatives to develop
the final rule.

PHMSA and FRA conducted a
Regulatory Flexibility Analysis (RFA),
which looked at the costs associated
with small businesses for the entire final
rule. See 80 FR 26725-26735. The RFA
included a focused analysis of braking
requirements. See 80 FR 26732-26733.
As stated in the RFA, about 22 percent
of short lines (160 of 738 small
railroads) transport flammable liquids in

33 See ““Assessment of freight train derailment risk
reduction measures: A4—New Technologies and
Approaches,””, Report for European Railway
Agency, Report No. BA 000777/05, April 19, 2011,
at 9, http://www.era.europa.eu/Document-Register/
Documents/DNV %20Study%20-

%20Final %20A4 % 20Report % 20-
%2020110419% 20-% 20Public.pdf.
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HHFTs and most small railroads the
final rule affects do not operate at
speeds higher than the restricted speeds.
Indeed, before we issued the NPRM and
the final rule, the American Short Line
and Regional Railroad Association
(ASLRRA) recommended to their
members that they voluntarily operate
unit trains of crude oil at a top speed of
no more than 25 mph on all routes.
ASLRRA issued this letter in response
to the Secretary’s Call to Action on
February 12, 2014, and it has been
added to the docket.

PHMSA and FRA did acknowledge
that some small railroads may be
affected by the ECP brake mandate
because they accept unit trains of crude
oil (and other trains that trigger the
mandate) from Class I railroads.
However, we accounted for this impact
in two ways in the final rule. First, as
discussed on page 220 of the RIA,
PHMSA and FRA assumed an overlay
ECP brake system. This will allow the
tank cars to work both with ECP brakes
and conventional air brakes. While the
initial cost to the car owner is slightly
higher than a stand-alone ECP brake
system, we expect that the added
flexibility of an overlay system makes it
the most likely alternative to be chosen
by car owners. Aa a result, any small
railroad that accepts a unit train of
crude oil would be able to use their own
power (locomotives) because the trains
would travel at a maximum speed of 30
mph and would be able to use
conventional air brakes. Second,
PHMSA and FRA also anticipate that
Class I and smaller railroads will make
use of alternatives, such as trackage
rights or interchange agreements, which
will allow smaller railroads to avoid
equipping their locomotives with ECP
brakes. Under this type of scenario,
Class I railroad crews operating an
HHFUT in ECP brake mode could
continue operating over the smaller
railroad’s line, and the HHFUT would
pass through the interchange with the
train intact.

AAR also raised the concern that
short line railroads would be assuming
the responsibility for troubleshooting
ECP brake-related problems by
accepting HHFUTs from Class 1
railroads. AAR states that this type of
troubleshooting requires expertise
beyond that of most small railroads
because they do not have the resources
to hire trained electronic engineers with
the necessary expertise to identify the
source of ECP system failures. PHMSA
and FRA addressed the need for training
on small railroads in the RIA on page
220. Because the final rule includes the
less burdensome alternatives discussed
above, PHMSA and FRA believe that

there are effective methods for avoiding
the type of training described.

Finally, AAR states that where an
interchange agreement requires the
small railroads to use existing power,
there would be an enormous expense for
the small railroad because that railroad
would need to equip locomotives with
ECP brakes for handling interchanged
unit trains. AAR asserts that this is a
particularly large problem because most
small railroads have older locomotives
that are not processor-based and that
lack the required space to install an ECP
brake system. It estimates it would cost
approximately $250,000 to equip a non-
processor based locomotive with ECP
brakes. For the reasons discussed above,
PHMSA and FRA do not anticipate that
older locomotives would need to be
equipped.

10. Conflict With the Statute Requiring
Two-Way EOT Devices

AAR argues that the ECP brake
requirement in the final rule is
prohibited by 49 U.S.C. 20141. This
statute provides that “[t]he Secretary
shall require two-way end-of-train
devices (or devices able to perform the
same function) on road trains, except
locals, road switchers, or work trains, to
enable the initiation of emergency
braking from the rear of a train.”” The
statute further requires the Secretary to
establish performance based regulations
to govern the use of two-way EOT
devices and allows the Secretary “‘to
allow for the use of alternative
technologies that meet the same basic
performance requirements.” See 49
U.S.C. 20141(b)(2). AAR contends that
PHMSA and FRA’s ECP braking
requirement is defective because it
directs freight railroads to use ECP brake
systems instead of two-way EOT
devices. This argument is without merit
because any HHFUT operating in ECP
brake mode must comply with the ECP—
EOT requirements in part 232, subpart
G. See §174.310(a)(3); 80 FR 26748.

FRA initially issued regulations
governing the use of conventional two-
way EOT devices in 1997. See 62 FR
278 (Jan. 2, 1997). These regulations are
in part 232, subpart E, and are targeted
at trains with conventional air brakes.
Subpart E requires a conventionally
braked train to have a two-way EOT
device or an alternative technology
unless it meets one of the explicit
exceptions identified in § 232.407(e).
For example, under § 232.407(e), a
conventionally braked train is not
required to operate with a two-way EOT
device if a locomotive or locomotive
consist is located at the rear of the train
that is capable of making an emergency
brake from the rear—as would occur

with a lined and operative DP
locomotive located at the rear of the
train—or when the train does not
operate over heavy grade and the speed
of the train is limited to 30 mph.34

AAR appears to be under the
misconception that the final rule fails to
comply with 49 U.S.C. 20141 because it
foregoes the requirements in part 232,
subpart E, for HHFUTSs operating in
excess of 30 mph. However, the final
rule pertaining to ECP brakes does
comply with 49 U.S.C. 20141. It
mandates compliance with part 232,
subpart G, for any HHFUT operating in
ECP brake mode. Indeed, subpart G
contains EOT device requirements that
are specific to trains operating in ECP
brake mode. See §232.613.

The ECP-EOT device requirements in
section 232.613 were promulgated as
part of FRA’s ECP regulations in 2008.
See 73 FR 60512 (Oct. 16, 2008). These
regulations were issued, in part, under
49 U.S.C. 20141.35 See 73 FR at 61552.
While ECP-EOT devices perform many
of the same functions as conventional
two-way EOT devices, FRA recognized
that ECP-EOT devices also have
different features than those required for
trains operated using conventional air
brakes:

In addition to serving as the final node on
the ECP brake system’s train line cable
termination circuit and as the system’s ‘heart
beat’ monitoring and confirming train, brake
pipe, power supply line, and digital
communications cable continuity, the ECP—
EOT device transmits to the [head end unit
or] HEU a status message that includes the
brake pipe pressure, the train line cable’s
voltage, and the ECP-EOT device’s battery
power level.

See 73 FR 61545. Although FRA
noted that the ECP-EQOT device operates
differently than a conventional two-way
EOT device, the ECP-EOT device does
ensure that an automatic emergency
brake application occurs in the event of
a communication breakdown:

Since the ECP-EQOT device—unlike a
conventional EOT device—will communicate

34 See 49 CFR 232.407(e), identifying additional
exceptions to the two-way EOT requirement for
trains with conventional air brakes.

351t is worth noting that FRA’s ECP regulations
were also issued under 49 U.S.C. 20306. This
provision allows the Secretary to waive the
statutory provisions in 49 U.S.C. ch. 203 “when
those requirements preclude the development or
implementation of more efficient railroad
transportation equipment or other transportation
innovations under existing law.” FRA held public
hearings on October 4, 2007, and October 19, 2007,
which included comments and discussion about
ECP-EOT devices. Based on the comments received
during these public hearings and a related public
hearing on January 16, 2007, FRA determined it was
appropriate to exercise the Secretary’s authority
under 49 U.S.C. 20306 to promulgate its ECP
regulations.



Federal Register/Vol. 80, No. 222/ Wednesday, November 18, 2015/Rules and Regulations

71973

with the HEU exclusively through the digital
communications cable and not via a radio
signal, it does not need to perform the
function of venting the brake pipe to
atmospheric pressure to engage an emergency
brake application. However, ECP—EOT
devices do verify the integrity of the train
line cable and provide a means of monitoring
the brake pipe pressure and gradient,
providing the basis for an automatic—rather
than engineer commanded—response if the
system is not adequately charged. In the case
of ECP brakes, the brake pipe becomes a
redundant—rather than primary—path for
sending emergency brake application
commands. Under certain communication
break downs between the ECP-EOT device,
the HEU, and any number of CCDs, the
system will self-initiate an emergency brake
application.

Id. Section 232.613 requires the ECP—
EOT device to send a beacon every
second from the rear unit of the train to
the controlling locomotive. The EOT
beacon works as a kind of fail-safe. It
functions virtually identically to the
radio signal of a conventional two-way
EOT device with one important
exception: if the EOT Beacon is lost for
six seconds on a train operated in ECP
brake mode, then the train goes into
penalty brake application, which will
brake all cars in the train
simultaneously. In contrast, a two-way
EOT device may lose communication
for up to 16 minutes, 30 seconds, at
which point the train speed must be
reduced to 30 mph.

Based on these factors, PHMSA and
FRA conclude that the ECP brake
component of the final rule complies
with the requirements of 49 U.S.C.
20141. AAR should be aware that
HHFUTSs operating in ECP brake mode
must have an ECP-EOT or an
appropriate alternative, such as an ECP-
equipped locomotive, at the rear of the
train. This requirement is consistent
with FRA’s ECP brake regulations at
part 232, subpart G.

For the above reasons, AAR’s appeal
to eliminate the new ECP brake standard
of the final rule is denied.

III. Summary

PHMSA denies the appellants’
(DGAC, ACC, AAR, AFPM, and Treaty
Tribes) appeals on Scope of
Rulemaking, Tribal Impacts and
Consultation, Retrofit Timeline and
Tank Car Reporting Requirements,
Thermal Protection for Tank Cars, and
Advanced Brake Signal Propagation
Systems. We conclude we reasonably
determined how to apply new
regulations and provided the regulatory
analysis to support those decisions.
While we understand that shippers,
carriers, and tank car manufacturers for
Class 3 flammable liquids will face new

challenges in the wake of these
regulations, we maintain that they are
capable of complying with the final
rule.

We also deny DGAC’s appeal to
eliminate or provide further guidance
for the Sampling and Testing program.
The sampling and testing program is
reasonable, justified, necessary, and
clear as written. Additionally, we
disagree that a delayed compliance date
of March 31, 2016 should be provided
for implementation of the requirements
in § 173.41 for shippers to implement
changes for training and documentation.

With respect to Information Sharing/
Notification, PHMSA announced in a
May 28, 2015, notice that it would
extend the Emergency Order applicable
to the topic of Information Sharing/
Notification indefinitely, while it
considered options for codifying the
disclosure requirement permanently.
Furthermore, on July 22, 2015, FRA
issued a public letter instructing
railroads transporting crude oil that they
must continue to notify SERCs of the
expected movement of Bakken crude oil
trains through individual States. While
the treaty tribes and other stakeholders
will have the opportunity to comment
on these future regulatory proposals in
the course of that rulemaking
proceeding, PHMSA will continue to
seek opportunities to reach out to the
tribes and consultation from tribal
leaders.

Issued in Washington, DC on November 5,
2015.

Marie Therese Dominguez,

Administrator, Pipeline and Hazardous
Materials Safety Administration.

[FR Doc. 2015-28774 Filed 11-17-15; 8:45 am]
BILLING CODE 4910-60-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 622
[Docket No. 101206604—-1758-02]
RIN 0648-XE290

Coastal Migratory Pelagic Resources
of the Gulf of Mexico and South
Atlantic; 2015-2016 Accountability
Measure and Closure for King
Mackerel in Western Zone of the Gulf
of Mexico

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Temporary rule; closure.

SUMMARY: NMFS implements an
accountability measure (AM) for
commercial king mackerel in the
western zone of the Gulf of Mexico
(Gulf) exclusive economic zone (EEZ)
through this temporary final rule. NMFS
has determined that the commercial
quota for king mackerel in the western
zone of the Gulf EEZ will be reached by
November 17, 2015. Therefore, NMFS
closes the western zone of the Gulf EEZ
to commercial king mackerel fishing on
November 17, 2015. This closure is
necessary to protect the Gulf king
mackerel resource.

DATES: The closure is effective at noon,
local time, November 17, 2015, until
12:01 a.m., local time, on July 1, 2016.

FOR FURTHER INFORMATION CONTACT:
Susan Gerhart, NMFS Southeast
Regional Office, telephone: 727-824—
5305, email: susan.gerhart@noaa.gov.

SUPPLEMENTARY INFORMATION: The
fishery for coastal migratory pelagic fish
(king mackerel, Spanish mackerel, and
cobia) is managed under the Fishery
Management Plan for the Coastal
Migratory Pelagic Resources of the Gulf
of Mexico and South Atlantic (FMP).
The FMP was prepared by the Gulf of
Mexico and South Atlantic Fishery
Management Councils (Councils) and is
implemented by NMFS under the
authority of the Magnuson-Stevens
Fishery Conservation and Management
Act (Magnuson-Stevens Act) by
regulations at 50 CFR part 622.

The commercial quota for the Gulf
migratory group king mackerel in the
western zone is 1,071,360 1b (485,961
kg) (76 FR 82058, December 29, 2011),
for the current fishing year, July 1, 2015,
through June 30, 2016.

Regulations at 50 CFR 622.388(a)(1)
require NMFS to close the commercial
sector for Gulf migratory group king
mackerel in the western zone when the
quota is reached, or is projected to be
reached, by filing a notification to that
effect with the Office of the Federal
Register. Based on the best scientific
information available, NMFS has
determined the commercial quota of
1,071,360 1b (485,961 kg) for Gulf
migratory group king mackerel in the
western zone will be reached by
November 17, 2015. Accordingly, the
western zone is closed to commercial
fishing for Gulf migratory group king
mackerel effective at noon, local time,
November 17, 2015, through June 30,
2016, the end of the current fishing year.
The western zone of Gulf migratory
group king mackerel is that part of the
EEZ between a line extending east from
the border of the United States and
Mexico and 87°31.1° W. longitude,
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which is a line directly south from the
state boundary of Alabama and Florida.

Except for a person aboard a charter
vessel or headboat, during the closure
no person aboard a vessel that has been
issued a commercial permit for king
mackerel may fish for or retain Gulf
migratory group king mackerel in the
EEZ in the closed zone (50 CFR
622.384(e)(1)). A person aboard a vessel
that has a valid charter vessel/headboat
permit for coastal migratory pelagic fish
may continue to retain king mackerel in
or from the closed zone under the bag
and possession limits set forth in 50
CFR 622.382(a)(1)(ii) and (a)(2),
provided the vessel is operating as a
charter vessel or headboat (50 CFR
622.384(e)(2)). A charter vessel or
headboat that also has a commercial
king mackerel permit is considered to be
operating as a charter vessel or headboat
when it carries a passenger who pays a
fee or when there are more than three
persons aboard, including operator and
crew.

During the closure, king mackerel
from the closed zone, including those
harvested under the bag and possession
limits, may not be purchased or sold.
This prohibition does not apply to king
mackerel from the closed zone that were
harvested, landed ashore, and sold prior
to the closure and were held in cold
storage by a dealer or processor (50 CFR
622.384(e)(3)).

Classification

The Regional Administrator,
Southeast Region, NMFS, has
determined this temporary rule is
necessary for the conservation and
management of Gulf migratory group
king mackerel and is consistent with the
Magnuson-Stevens Act and other
applicable laws.

This action is taken under 50 CFR
622.388(a)(1) and 622.384(e), and is
exempt from review under Executive
Order 12866.

These measures are exempt from the
procedures of the Regulatory Flexibility
Act because the temporary rule is issued
without opportunity for prior notice and
comment.

This action responds to the best
scientific information available. The
Assistant Administrator for Fisheries,
NOAA (AA), finds good cause to waive
the requirements to provide prior notice
and opportunity for public comment
pursuant to the authority set forth at 5
U.S.C. 553(b)(B) as such procedures are
unnecessary and contrary to the public
interest. Such procedures are
unnecessary because the rule
implementing the commercial quota and
the associated requirement for closure of
the commercial harvest when the quota

is reached or is projected to be reached
has already been subject to notice and
public comment, and all that remains is
to notify the public of the closure.
Additionally, allowing prior notice and
opportunity for public comment is
contrary to the public interest because
of the need to immediately implement
this action to protect the king mackerel
stock, because the capacity of the
fishing fleet allows for rapid harvest of
the quota. Prior notice and opportunity
for public comment would require time
and could potentially result in a harvest
well in excess of the established quota.

For the aforementioned reasons, the
AA also finds good cause to waive the
30-day delay in the effectiveness of this
action under 5 U.S.C. 553(d)(3).

Authority: 16 U.S.C. 1801 et seq.
Dated: November 13, 2015.

Emily H. Menashes,

Acting Director, Office of Sustainable
Fisheries, National Marine Fisheries Service.

[FR Doc. 2015-29475 Filed 11-13-15; 4:15 pm]
BILLING CODE 3510-22-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 635
RIN 0648-XE316

Atlantic Highly Migratory Species;
Atlantic Bluefin Tuna Fisheries

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Notification that Northeast
Distant gear restricted area (NED) quota
is filled.

SUMMARY: NMFS announces that the 25-
mt quota available for Atlantic bluefin
tuna bycatch (including landings and
dead discards) by the Longline category
in the Northeast Distant gear restricted
area (NED) was filled on November 12,
2015. NMFS reminds vessels fishing in
the NED that they now must account for
any bluefin bycatch retained or
discarded dead using IBQQ allocation
available to the vessel and that any
quota debt remaining at the end of 2015
will carry over to 2016.

DATES: Effective November 18, 2015.
FOR FURTHER INFORMATION CONTACT: Tom
Warren or Brad McHale, 978-281-9260.
SUPPLEMENTARY INFORMATION:
Regulations implemented under the
authority of the Atlantic Tunas
Convention Act (ATCA; 16 U.S.C. 971 et
seq.) and the Magnuson-Stevens Fishery

Conservation and Management Act
(Magnuson-Stevens Act; 16 U.S.C. 1801
et seq.) governing the harvest of bluefin
tuna by persons and vessels subject to
U.S. jurisdiction are found at 50 CFR
part 635. Section 635.27 subdivides the
U.S. bluefin tuna quota recommended
by the International Commission for the
Conservation of Atlantic Tunas (ICCAT)
among the various domestic fishing
categories per the allocations
established in the 2006 Consolidated
Highly Migratory Species Fishery
Management Plan (2006 Consolidated
HMS FMP) (71 FR 58058, October 2,
2006), as amended by Amendment 7 to
the 2006 Consolidated HMS FMP
(Amendment 7) (79 FR 71510, December
2,2014).

The U.S. bluefin tuna annual quota
from the International Commission for
the Conservation of Atlantic Tunas
(ICCAT) includes, as in previous years,
a 25-mt set-aside for bluefin tuna
bycatch related to longline fisheries
operating in the vicinity of the ICCAT
management area boundary. See ICCAT
Recommendation 14-05; and 80 FR
52198, (August 28, 2015) (implementing
the quota domestically). For
management and monitoring purposes,
NMFS implements this set-aside in the
NED gear restricted area as quota
available to Atlantic Longline category
permitted vessels. Longline is not a
permitted gear for directed fishing on
bluefin tuna; any catch must be
incidental to fishing for other species.
Accounting for this bycatch includes all
catch (landings and dead discards). The
NED is the Atlantic Ocean area bounded
by straight lines connecting the
following coordinates in the order
stated: 35°00 N. lat., 60°00° W. long.;
55°00" N. lat., 60°00" W. long.; 55°00” N.
lat., 20°00” W. long.; 35°00” N. lat.,
20°00" W. long.; 35°00’ N. lat., 60°00" W.
long.

The IBQ Program and the Northeast
Distant Area (NED)

Under Amendment 7 (79 FR 71510,
December 2, 2014), new rules were
implemented for Longline category
vessels fishing in the NED. See 50 CFR
635.15(b)(8). Any bluefin tuna bycatch
by permitted vessels fishing with
pelagic longline gear in the NED counts
toward the ICCAT-allocated separate
NED quota (25 mt), until that quota has
been filled. During that period, the
bluefin tuna accounting requirements of
the IBQ Program do not apply to those
vessels. Once the NED quota is filled,
Longline category permitted vessels may
fish or continue to fish in the NED, but
the permitted vessels must then abide
by the applicable requirements of the
IBQ program, which requires individual
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vessel accounting for bluefin tuna
bycatch using quota allocation available
to the vessel (either through its own
quota share or leasing allocation from
another vessel). Bluefin tuna must be
accounted for as described at
§635.15(b)(4) and (5).

Based on Atlantic bluefin tuna dealer
data and IBQ system data, as of
November 10, 2015, 33,484 1b (15.2 mt)
of bluefin tuna has been landed, and 90
Ib (<0.1 mt) of bluefin tuna has been
discarded dead in the NED; an
additional 36 bluefin tuna have been
reported as retained through Vessel
Monitoring System (VMS) bluefin tuna
catch reports. These 36 retained bluefin
tuna reported via VMS equate to
approximately 17,460 1b (7.9 mt) of
additional catch, which brings the total
estimated bluefin tuna catch from the
NED to 51,034 1b (23.2 mt). Based on
this data, NMFS has determined that the
25 mt set-aside will be filled on
November 12, 2015.

Because the NED the quota has been
reached, vessels are notified that they
must account for any bycatch of bluefin
tuna (landings and/or dead discards) in
the NED using IBQ allocation as
specified in the regulations at
§635.15(b)(8). Vessel owners will have
to account retroactively for their bluefin
tuna bycatch with IBQ to the date that
the separate quota was reached. NMFS
currently anticipates that date will be
November 12, 2015, but will notify
relevant vessel owners of the precise
date when we have complete NED catch
data.

With respect to quota accounting for
the fishery as whole, bluefin bycatch
(landings and dead discards) from the
NED beyond the 25 mt set-aside will
count toward the Longline category
annual baseline subquota. For 2015,
NMFS delayed certain regulatory
requirements requiring vessels with
pelagic longline gear to have a
minimum amount of IBQ quota before
departing on fishing trips, thus allowing
such vessels to fish with pelagic
longline gear even if they have quota
debt. However, we specified that quota
debt will accrue throughout the 2015
fishing year, and vessels will be
responsible for accounting for all of
their bluefin bycatch at the end of the
year. If, by the end of 2015, a permit
holder does not have adequate IBQ
allocation to settle their vessel’s quota
debt, the vessel’s allocation will be
reduced in the amount equal to the
quota debt in the subsequent year or
years until the quota debt is fully
accounted for. Vessels with a negative
balance will have to satisfy the quota
debt before departing on any trips in
2016.

NMFS will continue to monitor
bluefin tuna bycatch by vessels fishing
with pelagic longline gear using VMS
and dealer data, as well as monitor the
accounting for such catch in the IBQ
system, to ensure that vessels are
accountable for their bluefin bycatch
and that quotas are managed consistent
with the 2006 Consolidated HMS FMP
and our international quota obligations.
For fishery updates, fishermen may call
the Atlantic Tunas Information Line at
(888) 8728862 or (978) 281-9260,
access the following internet address:
www.hmspermits.gov.

Authority: 16 U.S.C. 971 et seq. and 1801
et seq.

Dated: November 12, 2015.
Emily H. Menashes,

Acting Director, Office of Sustainable
Fisheries, National Marine Fisheries Service.

[FR Doc. 2015-29400 Filed 11-13-15; 4:15 pm]
BILLING CODE 3510-22-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 660
[Docket No. 140214140-5999-01]
RIN 0648-BD92

Fisheries Off West Coast States;
Pacific Coast Groundfish Fishery;
Seabird Avoidance Measures

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Final rule.

SUMMARY: This final rule implements a
Seabird Avoidance Program in the
Pacific Coast Groundfish Fishery. The
rule was recommended by the Pacific
Fishery Management Council (Council)
in November 2013 to minimize the take
of ESA-listed short-tailed albatross
(Phoebastria albatrus). A 2012 U.S. Fish
and Wildlife Service (USFWS)
Biological Opinion (Opinion) required
NMEFS to initiate implementation of
regulations within 2 years that mandate
the use of seabird avoidance measures
by vessels greater than or equal to 55
feet length overall (LOA) using bottom
longline gear to harvest groundfish. The
seabird avoidance measures, including
streamer lines that deter birds from
ingesting baited hooks, are modeled
after a similar regulatory program in
effect for the Alaskan groundfish
fishery.

DATES: Effective on December 18, 2015.

ADDRESSES: Information relevant to this
final rule, which includes a final
environmental assessment (EA), are
available from William W. Stelle, Jr.,
Regional Administrator, West Coast
Region, NMFS, 7600 Sand Point Way
NE., Seattle, WA 98115-0070.
Electronic copies of this final rule are
also available at the NMFS West Coast
Region Web site: http://
www.westcoast.fisheries.noaa.gov.

FOR FURTHER INFORMATION CONTACT:
Sarah Williams, 206—526—4646; (fax)
206-526—6736; sarah.williams@
noaa.gov.

SUPPLEMENTARY INFORMATION:

Background

The purpose of this rule is to reduce
interactions between ESA-listed
seabirds and groundfish longline gear.
This final rule amends the regulations
governing the Pacific Coast Groundfish
Fishery (fishery) to require seabird
avoidance measures—specifically, the
use of streamer lines and related
provisions similar to those currently
mandated in the Alaskan groundfish
fishery—by vessels 55 ft LOA or greater
in the bottom longline fishery.

This rule is needed to minimize takes
of endangered short-tailed albatross and
comply with a 2012 Biological Opinion
(Opinion) issued by the U.S. Fish and
Wildlife Service.

In sum, the rule:

e Requires the use of streamer lines in
the commercial longline fishery of the
Pacific Coast Groundfish Fishery for
non-tribal vessels 55 feet in length or
greater;

e Requires vessels to deploy one or
two streamer lines depending on the
type of longline gear being set;

¢ Requires that streamer lines meet
technical specifications and be available
for inspection; and

¢ Allows for a rough weather
exemption from using streamer lines for
safety purposes. The threshold for the
rough weather exemption is a Gale
Warning as issued by the National
Weather Service.

The rule is designed to be consistent
with the requirements of the Opinion
and responsive to issues raised through
the public process and consultation
with experts.

Comments and Responses

NMEFS solicited public comment on
the proposed seabird avoidance
measures (79 FR 53401, September 9,
2014). The comment period ended
October 9, 2014. NMFS received seven
comment letters from individuals or
organizations. The letters are available
in their entirety from NMFS (see
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ADDRESSES) or at the following web
address: http://www.regulations.gov/#
!docketBrowser;rpp=25;po=0;dct=PS;D=
NOAA-NMFS-2014-0099. For clarity in
responding, comments have been
organized into the following categories,
which are addressed in turn below:
Monitoring, Gear Specification and
Performance, Scope, Environmental
Assessment, and Other.

Monitoring

Comment 1: Observers or Electronic
Monitoring should be used to monitor
compliance with performance and
materials standards in order for the
seabird avoidance regulations to be
effective.

Response: NMFS agrees. The West
Coast Groundfish Observer Program
(WCGOP) developed and implemented a
sampling protocol in 2009 and 2010 to
characterize the longline fleet and its
use of seabird avoidance gear. The
protocol was designed to provide data
on the types of streamer lines being
deployed and the performance of the
streamers insofar as it can be
determined visually. For example,
observers recorded the number of
streamer lines deployed; where the
streamer lines were deployed relative to
sinking hooks; the deployment of towed
objects on the end of streamer lines; the
extent of streamer lines relative to the
water surface; the number of streamers
on each line; the color and material of
the streamers; the distance between
streamers; the distance from the stern to
the first streamer; and a range of
measurements associated with the
design and performance of streamer
lines. The information can be used by
managers to assess the performance of
streamer lines at sea. Observers
currently record the type of seabird
avoidance gear being used. In 2015, this
will include a distinction between
single and double streamer lines.
Observers also record the catch of
seabirds which is the ultimate
determinant of the performance of
seabird avoidance measures. In response
to this comment and the ongoing need
to characterize the use of seabird
avoidance gear, WCGOP will refine the
sampling protocol for implementation
in 2016 or earlier as opportunity allows.

Comment 2: NMFS should use either
human observers or electronic means to
monitor seabird interactions in the at-
sea hake fishery because there is a high
overlap of fishing areas with albatross
occurrence; and, the fleet’s practice of
continuous offal discharge may attract
birds. It is known that bird strikes with
trawl cables cause high mortality of
albatross in other regions.

Response: As described in the BiOp,
seabirds are attracted to offal plumes
and can strike trawl cables, sonar cables,
or become entangled on nets at or near
the surface. Such interactions are
unlikely to be detected as they do not
show up on the deck to be sampled
under normal observer protocols. NMFS
agrees with the need to characterize
seabird mortality in the at-sea hake
fishery and is committed to developing
a monitoring plan; however, there are
significant issues associated with both
the observer program and electronic
monitoring that make it premature to
choose a specific course of action at this
time.

Regarding the observer program,
observer duties are carefully prescribed
according to priorities developed to
support fishery management decisions.
The main priority is to monitor catch
composition—including seabirds that
come up with the trawl. Each processing
vessel carries two observers. Observers
subsample the catch to collect data used
to estimate catch composition. In
addition, the observers collect biological
data from groundfish, protected species
including seabirds, and prohibited
species. Observers are required to be in
the factory, below deck, for the majority
of their sampling. Observation of trawl
and sonar cables would occur on deck
and take a significant amount of time
away from catch composition sampling.

Electronic monitoring is in a
developmental stage for West Coast
groundfish fisheries and significant
research is necessary before it is
practicable to apply to seabird
monitoring in the at-sea hake fishery.
Similar to observers, electronic
monitoring is being developed to
monitor catch composition. There have
not been formal investigations into the
effectiveness and practicability of
training cameras away from the deck to
monitor trawl and sonar cables.

NMFS will pursue a monitoring plan
by working through the Council and its
appropriate committees, such as the
Council’s ESA Working Group that was
established specifically to implement
the Opinion; and, ad hoc committees
composed to advise the Council on the
development of electronic monitoring.
Such committees offer a formal
opportunity to engage the Council in
monitoring and conservation issues and
is the most appropriate opportunity to
develop an effective and practicable
monitoring plan.

Comment 3: Observers should record
wind speed to associate weather data
with seabird interactions in order to
assess impacts associated with the
rough weather exemption.

Response: NMFS agrees. Observers
currently record weather conditions
using the Beaufort scale for any sighting
or take of an ESA-listed species,
including short-tailed albatross.
Weather observations are currently
made at the time the observer
encounters the animal which, in
longline fisheries, is usually during the
retrieval of gear. The weather conditions
during retrieval may be different from
when the mortality event occurred,
which is typically as gear is being set.
For this reason, and in response to this
comment, NMFS will modify WCGOP
sampling protocols so that observers
record weather conditions as longlines
are being set for at least a subset of
hauls. The modified protocol may not
be fully effective until 2016 due to
program logistics.

Comment 4: NMFS should monitor
the free streamer line program to
determine if lines are being used
properly, ensure plastic components of
the streamer lines are not illegally
discarded at sea, and to avoid wasteful
spending of U.S. tax dollars that are
funding the program.

Response: NMFS agrees. Consistent
with the response to Comment 1 above,
observers are monitoring the
performance of streamer lines at sea.
Observers also monitor for violations of
the International Convention for the
Prevention of Pollution from Ships
(MARPOL) that prohibits the at-sea
disposal of all plastics. Observers
document compliance infractions and
suspected violations in their logbook
and complete a written statement during
debriefing.

Gear Specification and Performance

Comment 5: NMFS should exempt the
requirement to use streamer lines during
longline sets that take place at night.
Based on 20 years of personal
experience, I have never encountered a
seabird on a night set. Requiring
streamer lines during night sets imposes
a safety risk and inconvenience without
reducing seabird mortality.

Response: To address this comment,
NMFS conducted an analysis to
determine if seabird catch rates differ
when the longline gear is set in the dark
versus the light. The analysis shows a
reduction in the seabird bycatch when
the gear is set at night and could
provide an option for fishermen to not
use streamer lines at night in the future.
At this time, NMFS has determined that
providing a night-setting exemption is
outside the scope of the proposed rule.
NMEFS received comments from the
Council on including an exemption for
night setting, including comments from
the U.S. Coast Guard representative,
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which supported the exemption but
requested further investigation into an
exemption rather than inclusion in the
regulations at this time.

Comment 6: The proposed rule is
inadequate and ineffective as a seabird
bycatch mitigation measure. Best
practices, as adopted by the Agreement
on the Conservation of Albatrosses and
Petrels (ACAP), do not support only
using streamer lines to deter seabirds.
Streamer lines should be used in
conjunction with other measures such
as weighting the line to maximize sink
rates; actively deterring birds from
baited hooks by using bird scaring lines;
and, setting at night.

Response: NMFS disagrees that the
proposed rule is inadequate; however,
NMFS agrees that the full range of best
practices described by ACAP is an
important component of effective
seabird conservation. NMFS and the
Council considered alternatives that
would have implemented the full suite
of ACAP best practices in the EA (see
ADDRESSES). The measures described in
the comment (other than streamer lines)
are being pursued by non-regulatory
means. NMFS and partner organizations
are working with fishermen to
encourage voluntary implementation of
measures consistent with ACAP best
practices, including sinking hooks
quickly, night setting, and managing
discharge of offal and bait. Fishermen
on the West Coast have a significant
incentive to avoid seabirds in order to
ensure baited hooks are available to
catch fish. A hook with a seabird on it
precludes that opportunity and impacts
the profitability of fishing operations.
For this reason and as analyzed in the
EA, NMFS and the Council determined
that a non-regulatory approach to the
full suite of best practices was the most
appropriate at this time. This does not
preclude regulatory approaches in the
future should monitoring indicate that
voluntary efforts are not sufficient. To
that end, NMFS has worked to establish
the ESA Working Group to consider
new information and formulate advice
on adaptive management to the Council.

Comment 7: The proposed streamer
line specifications are inadequate and
ineffective. The specifications used
under the Convention on the
Conservation of Antarctic Marine Living
Resources (CCAMLR) should be
adopted, including: (1) Minimum of
height at stern of 7 m; (2) minimum
streamer line length of 150 m and the
use of a drogue; (3) no rough weather
exemption; and, (4) the aerial extent of
streamer lines should be stipulated as a
performance standard (100 m is
suggested).

Response: NMFS disagrees that the
proposed streamer line specifications
are inadequate and ineffective. The
CCAMLR regulations reflect the
development of seabird avoidance
measures designed for the specific
fisheries and seabird assemblages. The
sub-Antarctic fisheries governed under
CCAMLR include primarily Patagonia
toothfish (Dissostichus eleginoides),
which is fished with the Spanish
method of bottom longlining, where the
gear is more buoyant than that used on
the West Coast. The majority of the
vessels are large (30-50 m) and deploy
gear from the stern at speeds of 10-13
knots. The prevalent seabirds
incidentally taken are albatrosses and
petrels species, many of which dive to
foraging depths that are substantially
deeper than the North Pacific albatross
and other species that occur off the West
Coast.

In contrast, West Coast groundfish
fisheries target primarily sablefish,
which is a demersal species fished with
bottom gear consisting of groundlines to
which relatively short gangions are
attached. In general, vessels deploy gear
from the stern. The prevalent seabird
species incidentally taken are fulmars,
gulls, and albatrosses.

The CCAMLR streamer line
specifications are designed to provide
more aerial coverage than is necessary
or appropriate for West Coast
groundfish fisheries. The minimum
stern height, line length, and aerial
extent specifications cover a greater area
because longlines used in those fisheries
are more buoyant and extend further
behind the vessel than occurs in
fisheries covered under this rule, and
because the seabird species taken in
CCAMLR fisheries dive to deeper
depths than those on the West Coast.
The specifications in this rule were
recommended based on extensive
research that demonstrated them to be
effective in Alaskan groundfish
fisheries, where the targeted fish
species, vessels, and seabirds are similar
and, in some cases, identical. More
information on this research and the
effectiveness of the streamer line
specification in this final rule is
available in the Opinion or EA (see
ADDRESSES).

NMFS notes however that preliminary
research by Washington Sea Grant
indicates that some vessels in West
Coast groundfish fisheries are using
floats on gangions to avoid predation by
non-marketable bottom fish (i.e.,
hagfish). The floats may reduce the
effectiveness of these streamer line
specifications by keeping baited hooks
in the water column past the extent of
streamer lines. It is unclear at this time

how widespread the use of floats is,
how much it influences seabird catch
rates, and what alternatives are
appropriate if floats are determined to
be a significant issue affecting seabird
catch rates. Because the research is
preliminary, and because the streamer
line specifications in this final rule have
been demonstrated to be effective in
reducing seabird mortality and are
required by the Opinion, NMFS is
finalizing this rule and will continue to
monitor its effectiveness to determine if
future changes are warranted. NMFS is
also continuing to support Washington
Sea Grant in conducting this research
and has worked to establish the ESA
Working Group to consider new
information and formulate advice on
adaptive management to the Council.

Comment 8: Vessels should not be
permitted to take excessive numbers of
seabirds. Vessels should be required to
move to night setting for the remainder
of the fishing season if seabird bycatch
exceeds 0.01 seabirds per 1000 hooks in
a set, or until the vessel is able to
demonstrate a line sink rate of a
minimum of 0.3 m/second to 15 m
depth. Applying a performance standard
quickly halts lax and ineffective fishing
practices.

Response: A system does not
currently exist within NMFS to hold
individual vessels accountable for
seabird mortality in real time. Similarly,
it is not feasible for NMFS to monitor
and enforce sink rates of longline gear
on individual vessels. More
importantly, NMFS does not believe
such a system is necessary given that
the final regulations are designed to
effectively reduce seabird bycatch in the
fleet where most of the seabirds are
taken.

Scope of the Regulations

Comment 9: Vessels smaller than 55
ft should be required to use seabird
avoidance measures to minimize the
chance that such vessels will take ESA-
listed short-tailed albatross and other
seabirds.

Response: NMFS agrees that there
may be a risk to short-tailed albatross
from longline vessels under 55 ft;
however, it would be premature to
require that they use seabird avoidance
gear at this time. The Opinion specifies
that this rule apply to larger vessels for
the following reasons: (1) Vessels under
55 ft have not been observed to interact
with short-tailed albatross; (2) vessels
under 55 ft are being encouraged
through formal outreach described in
the EA (see ADDRESSES) to deploy
seabird avoidance measures on a
voluntary basis; and, (3) NMFS does not
have an appropriate technical
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specification for streamer lines proven
to be safe for smaller vessels. To address
the latter, Washington Sea Grant is
conducting research to determine safe
and effective seabird avoidance
measures for vessels under 55 ft. In
limiting the requirement specified in the
Opinion to vessels 55 ft and over,
USFWS further required NMFS to adapt
management as appropriate in response
to that research and ongoing monitoring.
NMFS is committed to review new
information as it becomes available to
determine if these regulations should be
adapted to cover smaller vessels. To that
end, NMFS has worked to establish the
ESA Working Group to consider new
information and formulate advice on
adaptive management to the Council.

Comment 10: NMFS should require
that seabird avoidance measures be
deployed in the at-sea hake fishery
because there is a high overlap of
fishing areas with albatross occurrence
and the fleet’s practice of continuous
offal discharge that may attract birds. It
is known that bird strikes with trawl
cables cause high mortality of albatross
in other regions.

Response: NMFS agrees that there is
a potential threat to seabirds associated
with the at-sea hake fishery; however, it
is premature to regulate that fishery at
this time. As described in the response
to Comment 2 above, NMFS will pursue
a monitoring plan to assess the level of
threat and appropriate responses.
Regulating the at-sea hake fishery is
outside the scope of this rule, which is
focused on implementing requirements
stipulated by USFWS in the Opinion.
USFWS recognized the potential for
interaction between seabirds and the at-
sea hake fishery but determined that the
focus of seabird avoidance measures
should be the longline fleet. In doing so,
USFWS further required NMFS to adapt
management as appropriate in response
to new information. NMFS is committed
to reviewing new information as it
becomes available to determine if these
regulations should be adapted to other
fisheries such as the at-sea hake fishery.
To that end, NMFS has worked to
establish the ESA Working Group to
consider new information and formulate
advice on adaptive management to the
Council.

Environmental Assessment

Comment 11: The EA must analyze
whether short-tailed albatross are at
higher risk of entanglement during high
wind events.

Response: NMFS agrees. The EA, in
Section 4.1.1, acknowledges the
uncertainty regarding seabird behavior
during rough weather and concludes the
exemption is not expected to

significantly influence the overall
reduction in seabird bycatch. NMFS is
not aware of additional information
pertinent to assessing the effects of
rough weather on seabird encounters by
longline vessels but will continue to
monitor observer data and adapt
management as new information
becomes available. To that end, NMFS
has worked to establish the ESA
Working Group to consider new
information and formulate advice on
adaptive management to the Council.
Comment 12: The EA does not
adequately assess the effects of vessels
under 55 ft on short-tailed albatross.
Response: NMFS disagrees.
Consistent with the response to
Comment 9, the EA acknowledges there
may be a risk to short-tailed albatross
from vessels under 55 ft and
incorporates voluntary conservation and
ongoing research into analysis of the
status quo alternative (See ADDRESSES).

Other

Comment 13: The groundfish fishery
operates in important seabird foraging
habitat as well as critical habitat of
leatherback sea turtles and green
sturgeon. Streamer lines may have
unintended consequences if they are
lost overboard. Streamers should be
made of plant-based materials in order
to minimize the biological risks
associated with ingestion by marine
animals.

Response: In response to this
comment, NMFS consulted with
NOAA'’s Marine Debris Program to
determine if there is evidence for
streamer lines as marine debris in areas
such as Alaska and Hawaii, where there
are existing requirements for longline
vessels to use them. Streamers (the
plastic component of streamer lines)
have been observed during shoreline
clean-ups in Alaska; however, the
quantity relative to other marine debris
is very low. Reports from shoreline
cleanups in Hawaii have not noted the
presence of streamers. Given the low
incidence of observed streamers, it
would not be reasonable to change
design specifications at this time.
Streamer lines are constructed of
materials, including plastics, sufficient
to withstand at-sea conditions. A change
in the material specifications would
require significant research to ensure
streamer lines would continue to
function by reducing seabird
entanglement. Such research is not
practicable at this time. NMFS notes
that intentional disposal at sea is
unlikely because fishermen are subject
to MARPOL, which prohibits the at-sea
disposal of plastics.

Comment 14: NMFS should ensure
authorization of fisheries complies with
the Migratory Bird Treaty Act (MBTA).

Response: NMFS agrees. The final
regulations are consistent with the
MBTA.

Comment 15: NMFS should provide,
and crewmembers should be required to
attend, workshops to identify and
distinguish short-tailed albatross from
other albatrosses and also to safely
release live short-tailed albatrosses.

Response: NMFS agrees that
education and outreach is an important
component of seabird conservation;
however, NMFS disagrees that it should
be required. NMFS has provided
funding for Washington Sea Grant to
conduct outreach that has included
mailings to all fixed-gear permit
holders, port meetings with fishermen,
an internet site, and educational
exhibits at trade shows. The material
includes information on seabird
avoidance, species identification, and
how to handle hooked albatross. NMFS
believes that these efforts have been
successful in educating fishermen on
issues related to seabird bycatch.

Comment 16: A number of
commenters were in support of the
proposed regulations.

Response: NMFS acknowledges this
comment.

Changes from the Proposed Rule

There are no substantial changes from
the proposed rule. NMFS made one
modification to re-locate the regulatory
text so that it is grouped with other
groundfish regulations. The goal of this
change is to locate the seabird
avoidance program regulations near
other programs that apply to multiple
sectors of the groundfish fishery.

Classification

Pursuant to section 304(b)(1)(A) of the
MSA, the NMFS Assistant
Administrator has determined that this
final rule is consistent with the Pacific
Coast Groundfish FMP, other provisions
of the MSA, and other applicable law.

NMEFS and the Council prepared a
final Environmental Assessment (EA)
for this regulation and concluded that
there would not be a significant impact
on the human environment as a result
of this rule. A copy of the EA is
available from NMFS (see ADDRESSES).

This final rule has been determined to
be not significant for purposes of
Executive Order 12866.

The Regulatory Flexibility Act
requires Federal agencies to conduct a
full RFAA unless the agency can certify
that the proposed and/or final rule
would not have a significant economic
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impact on a substantial number of small
entities.

The Chief Counsel for Regulation of
the Department of Commerce certified
to the Chief Counsel for Advocacy of the
Small Business Administration during
the proposed rule stage that this action
would not have a significant economic
impact on a substantial number of small
entities. The factual basis for the
certification was published in the
proposed rule and is not repeated here.
No comments were received regarding
this certification. As a result, a
regulatory flexibility analysis was not
required and none was prepared.

Section 212 of the Small Business
Regulatory Enforcement Fairness Act of
1996 states that, for each rule or group
of related rules for which an agency is
required to prepare a FRFA, the agency
shall publish one or more guides to
assist small entities in complying with
the rule, and shall designate such
publications as “small entity
compliance guides.” The agency shall
explain the actions a small entity is
required to take to comply with a rule
or group of rules. As part of this
rulemaking process, a public notice that
also serves as small entity compliance
guide (the guide) was prepared. Gopies
of this final rule are available from the
West Coast Regional Office, and the
guide will be posted on the NMFS West
Coast Region Web site and emailed to
the groundfish fishery listserve. The
guide and this final rule will be
available upon request.

NMEF'S issued Biological Opinions
under the Endangered Species Act
(ESA) on August 10, 1990, November
26, 1991, August 28, 1992, September
27,1993, May 14, 1996, and December
15, 1999, pertaining to the effects of the
Groundfish FMP fisheries on Chinook
salmon (Puget Sound, Snake River
spring/summer, Snake River fall, upper
Columbia River spring, lower Columbia
River, upper Willamette River,
Sacramento River winter, Central Valley
spring, California coastal), coho salmon
(Central California coastal, southern
Oregon/northern California coastal),
chum salmon (Hood Canal summer,
Columbia River), sockeye salmon (Snake
River, Ozette Lake), and steelhead
(upper, middle and lower Columbia
River, Snake River Basin, upper
Willamette River, central California
coast, California Central Valley, south/
central California, northern California,
southern California). These biological
opinions have concluded that
implementation of the FMP is not
expected to jeopardize the continued
existence of any endangered or
threatened species under the
jurisdiction of NMFS, or result in the

destruction or adverse modification of
critical habitat.

NMFS issued a Supplemental
Biological Opinion on March 11, 2006,
concluding that neither the higher
observed bycatch of Chinook in the
2005 whiting fishery nor new data
regarding salmon bycatch in the
groundfish bottom trawl fishery
required a reconsideration of its prior
“no jeopardy” conclusion. NMFS also
reaffirmed its prior determination that
implementation of the FMP is not likely
to jeopardize the continued existence of
any of the affected ESUs. Lower
Columbia River coho (70 FR 37160, June
28, 2005) and Oregon Coastal coho (73
FR 7816, February 11, 2008) were
relisted as threatened under the ESA.
The 1999 biological opinion concluded
that the bycatch of salmonids in the
Pacific whiting fishery were almost
entirely Chinook salmon, with little or
no bycatch of coho, chum, sockeye, and
steelhead.

On December 7, 2012, NMFS
completed a biological opinion
concluding that the groundfish fishery
is not likely to jeopardize non-salmonid
marine species including listed
eulachon, green sturgeon, humpback
whales, Steller sea lions, and
leatherback sea turtles. The opinion also
concluded that the fishery is not likely
to adversely modify critical habitat for
green sturgeon and leatherback sea
turtles. An analysis included in the
same document as the opinion
concluded that the fishery is not likely
to adversely affect green sea turtles,
olive ridley sea turtles, loggerhead sea
turtles, sei whales, North Pacific right
whales, blue whales, fin whales, sperm
whales, Southern Resident killer
whales, Guadalupe fur seals, or the
critical habitat for Steller sea lions.

West Coast pot fisheries for sablefish
are considered Category II fisheries
under the Marine Mammal Protection
Act (MMPA), indicating occasional
interactions. All other West Coast
groundfish fisheries, including the trawl
fishery, are considered Category III
fisheries under the MMPA, indicating a
remote likelihood of or no known
serious injuries or mortalities to marine
mammals. MMPA section 101(a)(5)(E)
requires that NMFS authorize the taking
of ESA-listed marine mammals
incidental to U.S. commercial fisheries
if it makes the requisite findings,
including a finding that the incidental
mortality and serious injury from
commercial fisheries will have a
negligible impact on the affected species
or stock. As noted above, NMFS
concluded in its biological opinion for
the 2012 groundfish fisheries that these
fisheries were not likely to jeopardize

Steller sea lions or humpback whales.
The eastern distinct population segment
of Steller sea lions was delisted under
the ESA on November 4, 2013 (78 FR
66140). On September 4, 2013, based on
its negligible impact determination
dated August 28, 2013, NMFS issued a
permit for a period of 3 years to
authorize the incidental taking of
humpback whales by the sablefish pot
fishery (78 FR 54553).

NMEFS has reinitiated section 7
consultation on the Pacific Coast
Groundfish FMP with respect to its
effects on listed salmonids. In the event
the consultation identifies either
reasonable and prudent alternatives to
address jeopardy concerns, or
reasonable and prudent measures to
minimize incidental take, NMFS would
coordinate with the Council to put
additional alternatives or measures into
place, as required. After reviewing the
available information, NMFS has
concluded that, consistent with sections
7(a)(2) and 7(d) of the ESA, this action
will not jeopardize any listed species,
would not adversely modify any
designated critical habitat, and will not
result in any irreversible or irretrievable
commitment of resources that would
have the effect of foreclosing the
formulation or implementation of any
reasonable and prudent alternative
measures.

On November 21, 2012, the U.S. Fish
and Wildlife Service (FWS) issued a
biological opinion concluding that the
groundfish fishery will not jeopardize
the continued existence of the short-
tailed albatross. The 2012 Opinion
evaluated the risks of continued
operation of the Pacific Coast
groundfish fishery on ESA-listed
seabirds, including short-tailed
albatross. The 2012 Opinion included a
Term and Condition requiring NMFS to
promulgate regulations mandating the
use of streamer lines by longline vessels
55 feet LOA or greater, patterned on the
Alaska streamer line regulations.
Accordingly, for the fishery to be
exempt from the ESA section 9
prohibition regarding take of a listed
species, NMFS must initiate
implementation of streamer line
regulations by November 21, 2014. The
2012 Opinion anticipates the yearly
average take of one short-tailed albatross
killed from longline hooks or trawl
cables. As the short-tailed albatross
population is expanding, it is expected
to result in more interactions with the
Pacific Coast Groundfish Fisheries. This
action would implement one of the
Terms and Conditions of the 2012
Opinion and reduce the risk of
exceeding the take limits of short-tailed
albatross, which in turn would reduce
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the risk of economic harm to the fishing
industry that could result from the
incidental take limit being exceeded.
The FWS also concurred that the fishery
is not likely to adversely affect the
marbled murrelet, California least tern,
southern sea otter, bull trout, or bull
trout critical habitat.

This final rule does not contain a
collection-of-information requirement
subject to review and approval by OMB
under the Paperwork Reduction Act
(PRA).

This final rule was developed after
meaningful collaboration, through the
Council process, with the tribal
representative on the Council. The
regulations have no direct effect on the
tribes and were deemed by the Council
as ‘‘necessary or appropriate” to
implement the FMP as amended.

List of Subjects in 50 CFR Part 660

Administrative practice and
procedure, American Samoa, Fisheries,
Fishing, Guam, Hawaiian natives,
Indians, Northern Mariana Islands,
Reporting and recordkeeping
requirements.

Dated: November 10, 2015.
Samuel D. Rauch III,
Deputy Assistant Administrator for

Regulatory Programs, National Marine
Fisheries Service.

For the reasons stated in the
preamble, 50 CFR part 660 is amended
as follows:

PART 660—FISHERIES OFF WEST
COAST STATES

m 1. The authority citation for part 660
continues to read as follows:

Authority: 16 U.S.C. 1801 et seq., 16
U.S.C. 773 et seq., and 16 U.S.C. 7001 et seq.
m 2.In §660.11, add paragraph (6)(i)(A)
and reserved paragraph (6)(i)(B) to the
definition of “Fishing gear” and add the

definition for ““Seabird” in alphabetical
order to read as follows:

§660.11 General definitions.

* * * * *
Fishing gear * * *
(6) * % %

(i) * % %

(A) Snap gear means a type of bottom
longline gear where the hook and
gangion are attached to the groundline
using a mechanical fastener or snap.

(B) [Reserved]

Seabird means those bird species that
habitually obtain their food from the sea

below the low water mark.
* * * * *

m 3.In §660.12, add paragraph (a)(15) to
read as follows:

§660.12 General groundfish prohibitions.

* * * * *

(a] R

(15) Fail to comply with the
requirements of the Seabird Avoidance
Program described in § 660.21 when
commercial fishing for groundfish using
bottom longline gear.
* * * * *

m 4. Add § 660.21 to read as follows:

§660.21 Seabird Avoidance Program.

This section contains the
requirements of the Seabird Avoidance
Program.

(a) Purpose. The purpose of the
Seabird Avoidance Program is to
minimize interactions between fishing
gear and seabird species, including
short-tailed albatross (Phoebastria
albatrus).

(b) Applicability. The requirements
specified in paragraph (c) of this section
apply to the following fishing vessels:

(1) Vessels greater than or equal to 55
ft (16.8 m) LOA engaged in commercial
fishing for groundfish with bottom
longline gear as defined in §660.11
pursuant to the gear switching
provisions of the Limited Entry Trawl
Fishery, Shorebased IFQ Program as
specified in § 660.140(k), or pursuant to
Subparts E or F of this Part, except as
provided in paragraph (b)(2) of this
section.

(2) Exemptions. The requirements
specified in paragraph (c) of this section
do not apply to Pacific Coast treaty
Indian fisheries, as described at
§660.50, or to anglers engaged in
recreational fishing for groundfish, as
described in Subpart G of this Part.

(c) Seabird Avoidance
Requirements—(1) General
Requirements. The operator of a vessel
described in paragraph (b)(1) of this
section must:

(i) Gear onboard. Have onboard the
vessel seabird avoidance gear as
specified in paragraph (c)(2) of this
section.

(ii) Gear inspection. Upon request by
an authorized officer or observer, make
the seabird avoidance gear available for
inspection.

(iii) Gear use. Use seabird avoidance
gear as specified in paragraph (c)(2) of
this section that meets the standards
specified in paragraph (c)(3) of this
section while bottom longline and snap
gears are being deployed.

(iv) Handling of hooked short-tailed
albatross.

(A) Safe release of live short-tailed
albatross. Make every reasonable effort
to ensure short-tailed albatross brought
on board alive are released alive and
that, whenever possible, hooks are

removed without jeopardizing the life of
the bird(s). If the vessel operator
determines, based on personal
judgment, that an injured bird is likely
to die upon release, the vessel operator
is encouraged to seek veterinary care in
port. Final disposition of an injured bird
will be with a Wildlife Rehabilitator. If
needed, phone the U.S. Fish and
Wildlife Service at 503-231-6179 to
assist in locating a qualified Wildlife
Rehabilitator to care for the short-tailed
albatross.

(B) Dead short-tailed albatross must
be kept as cold as practicable while the
vessel is at sea and frozen as soon as
practicable upon return to port.
Carcasses must be labeled with the
name of vessel, location of hooking in
latitude and longitude, and the number
and color of any leg band if present on
the bird. Leg bands must be left attached
to the bird. Phone the U.S. Fish and
Wildlife Service at 503—-231-6179 to
arrange for the disposition of dead
short-tailed albatross.

(C) All hooked short-tailed albatross
must be reported to U.S. Fish and
Wildlife Service Law Enforcement by
the vessel operator by phoning 360—
753-7764 (WA); 503-682—-6131 (OR); or
916—414—-6660 (CA) as soon as
practicable upon the vessel’s return to
port.

(D) If a NMFS observer is on board at
the time of a hooking event, the observer
shall be responsible for the disposition
of any captured short-tailed albatross
and for reporting to U.S. Fish and
Wildlife Service Law Enforcement
Otherwise, the vessel operator shall be
responsible.

(2) Gear Requirements. The operator
of a vessel identified in paragraph (b)(1)
of this section must comply with the
following gear requirements:

(i) Snap gear. Vessels using snap gear
as defined at § 660.11 must deploy a
minimum of a single streamer line in
accordance with the requirements of
paragraphs (c)(3)(i) through (ii) of this
section, except as provided in paragraph
(c)(2)(iii) of this section.

(ii) Bottom longline. Vessels using
bottom longline gear must deploy
streamer lines in accordance with the
requirements of paragraphs (c)(3)(i) and
(iii) of this section, except as provided
in paragraph (c)(2)(iii) of this section.

(iii) Weather Safety Exemption.
Vessels are exempted from the
requirements of paragraph (c)(1)(iii) of
this section when a National Weather
Service Gale Warning is in effect. This
exemption applies only during the time
and within the area indicated in the
National Weather Service Gale Warning.
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(3) Gear performance and material
standards. (i) Material standards for all
streamer lines. All streamer lines must:

(A) Have streamers spaced a
maximum of every 16 ft 5 in (5 m).

(B) Have individual streamers that
hang attached to the mainline to 10 in
(0.25 m) above the waterline in the
absence of wind.

(C) Have streamers constructed of
material that is brightly colored, UV-
protected plastic tubing or 3/8 inch
polyester line or material of an
equivalent density.

(ii) Snap gear streamer line standards.
For vessels using snap gear, a streamer
line must:

(A) Be a minimum length of 147 ft 7
in (45 m).

(B) Be deployed so that streamers are
in the air a minimum of 65 ft 7 in (20
m) aft of the stern and within 6 ft 7 in
(2 m) horizontally of the point where
the main groundline enters the water
before the first hook is set.

(iii) Bottom longline streamer line
standards. Vessels using bottom
longline gear but not snap gear must use
paired streamer lines meeting the
following requirements:

(A) Streamer lines must be a
minimum length of 300 feet (91.4 m).

(B) Streamer lines must be deployed
so that streamers are in the air a
minimum of 131 ft (40m) aft of the stern
for vessels under 100 ft (30.5 m) LOA
and 197 ft (60m) aft of the stern for
vessels 100 ft (30.5 m) or over.

(C) At least one streamer line must be
deployed in accordance with paragraph
(c)(3)(iii)(B) before the first hook is set
and a second streamer line must be
deployed within 90 seconds thereafter.

(D) For vessels deploying bottom
longline gear from the stern, the
streamer lines must be deployed from
the stern, one on each side of the main
groundline.

(E) For vessels deploying bottom
longline gear from the side, the streamer
lines must be deployed from the stern,
one over the main groundline and the
other on one side of the main
groundline.

m 5.In § 660.140, revise paragraph
(k)(1)(@{v) to read as follows:

§660.140 Shorebased IFQ Program.
* * * * *

(k) * k%

(1] * % %

(iv) The vessel must comply with
prohibitions applicable to the limited
entry fixed gear fishery as specified at
§660.212, gear restrictions applicable to
limited entry fixed gear as specified in
§§660.219 and 660.230(b), and
management measures specified in
§660.230(d), including restrictions on
the fixed gear allowed onboard, its
usage, and applicable fixed gear
groundfish conservation area
restrictions, except that the vessel will
not be subject to limited entry fixed gear
trip limits when fishing in the
Shorebased IFQ Program. Vessels using
bottom longline and snap gears as

defined at § 660.11 are subject to the
requirements of the Seabird Avoidance
Program described in § 660.21.

* * * * *

m 6.In §660.230, add paragraph (b)(5) to
read as follows:

§660.230 Fixed gear fishery-management
measures.
* * * * *

(b) EE I

(5) Vessels fishing with bottom
longline and snap gears as defined at
§660.11 are subject to the requirements
of the Seabird Avoidance Program
described in §660.21.

* * * * *

m 7.In §660.330, revise paragraph
(b)(2)(i) to read as follows:

§660.330 Open access fishery-
management measures.
* * * * *

(b) L

(2) * *x %

(i) Fixed gear (longline, trap or pot, set
net and stationary hook-and-line gear,
including commercial vertical hook-
and-line gear) must be attended at least
once every 7 days. Vessels fishing with
bottom longline and snap gears as
defined at § 660.11 are subject to the
requirements of the Seabird Avoidance
Program described in § 660.21.

* * * * *
[FR Doc. 2015-29249 Filed 11-17-15; 8:45 am]
BILLING CODE 3510-22-P
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

NUCLEAR REGULATORY
COMMISSION

10 CFR Part 72
[NRC—2015-0186]
RIN 3150-AJ65

List of Approved Spent Fuel Storage
Casks: NAC International, Inc.,
MAGNASTOR ® Cask System;
Certificate of Compliance No. 1031,
Amendment Nos. 0-3, Revision 1

AGENCY: Nuclear Regulatory
Commission.
ACTION: Proposed rule.

SUMMARY: The U.S. Nuclear Regulatory
Commission (NRC) is proposing to
amend its spent fuel storage regulations
by revising the NAC International, Inc.
(NAC), MAGNASTOR® Cask System
listing within the “List of approved
spent fuel storage casks” to include
Revision 1 to Amendment Nos. 0 (the
initial Certificate), 1, 2 and 3 to
Certificate of Compliance (CoC) No.
1031. Revision 1 to Amendment Nos. 0—
3 to CoC No. 1031 makes changes to the
Technical Specifications (TSs),
including correcting a typographical
error in two actual boron loadings in TS
4.1.1(a), and revising the decay times in
Tables B2—4 (for Amendment Nos. 0 and
1) and B2-5 (for Amendment Nos. 2 and
3) in Appendix B of the TSs for
minimum additional decay time
required for spent fuel assemblies that
contain nonfuel hardware.

DATES: Submit comments by December
18, 2015. Comments received after this
date will be considered if it is practical
to do so, but the NRC is able to ensure
consideration only for 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-2015-0186. 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.

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:
Solomon Sahle, Office of Nuclear
Material Safety and Safeguards, U.S.
Nuclear Regulatory Commission,

Washington, DC 20555—-0001, telephone:

301-415-3781; email:
Solomon.Sahle@nrc.gov.

SUPPLEMENTARY INFORMATION:

Obtaining Information and Submitting
Comments

A. Obtaining Information

Please refer to Docket ID NRC-2015—
0186 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-2015-0186.

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. For the
convenience of the reader, instructions
about obtaining materials referenced in
this document are provided in the
“Availability of Documents” section.

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-2015-
0186 in your comment submission.

The NRC cautions you not to include
identifying or contact information 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 into ADAMS.

II. Procedural Background

This proposed rule is limited to the
changes contained in Revision 1 to
Amendment Nos. 0-3, to CoC No. 1031
and does not include other aspects of
the NAC MAGNASTOR® Cask System.
Because the NRC considers this action
noncontroversial and routine, the NRGC
is publishing this proposed rule
concurrently with a direct final rule in
the Rules and Regulations section of this
issue of the Federal Register. Adequate
protection of public health and safety
continues to be ensured. The direct final
rule will become effective on February
1, 2016. However, if the NRC receives
significant adverse comments on this
proposed rule by December 18, 2015,
then the NRC will publish a document
that withdraws the direct final rule. If
the direct final rule is withdrawn, the
NRC will address the comments
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received in response to these proposed
revisions in a subsequent final rule.
Absent significant modifications to the
proposed revisions requiring
republication, the NRC will not initiate
a second comment period on this action
in the event the direct final rule is
withdrawn.

A significant adverse comment is a
comment where the commenter
explains why the rule would be
inappropriate, including challenges to
the rule’s underlying premise or
approach, or would be ineffective or
unacceptable without a change. A
comment is adverse and significant if:

(1) The comment opposes the rule and
provides a reason sufficient to require a
substantive response in a notice-and-
comment process. For example, a
substantive response is required when:

(a) The comment causes the NRC staff
to reevaluate (or reconsider) its position
or conduct additional analysis;

(b) The comment raises an issue
serious enough to warrant a substantive
response to clarify or complete the
record; or

(c) The comment raises a relevant
issue that was not previously addressed
or considered by the NRC staff.

(2) The comment proposes a change
or an addition to the rule, and it is
apparent that the rule would be
ineffective or unacceptable without
incorporation of the change or addition.

(3) The comment causes the NRC staff
to make a change (other than editorial)
to the rule, CoC, or TSs.

For additional procedural information
and the regulatory analysis, see the
direct final rule published in the Rules

and Regulations section of this issue of
the Federal Register.

III. Background

Section 218(a) of the Nuclear Waste
Policy Act (NWPA) of 1982, as
amended, requires that “‘the Secretary
[of the U.S. Department of Energy] shall
establish a demonstration program, in
cooperation with the private sector, for
the dry storage of spent nuclear fuel at
civilian nuclear power reactor sites,
with the objective of establishing one or
more technologies that the [U.S. Nuclear
Regulatory] Commission may, by rule,
approve for use at the sites of civilian
nuclear power reactors without, to the
maximum extent practicable, the need
for additional site-specific approvals by
the Commission.” Section 133 of the
NWPA states, in part, that “[the
Commission] shall, by rule, establish
procedures for the licensing of any
technology approved by the
Commission under Section 219(a) [sic:
218(a)] for use at the site of any civilian
nuclear power reactor.”

To implement this mandate, the
Commission approved dry storage of
spent nuclear fuel in NRC-approved
casks under a general license by
publishing a final rule which added a
new subpart K in part 72 of title 10 of
the Code of Federal Regulations (10
CFR) entitled “General License for
Storage of Spent Fuel at Power Reactor
Sites” (55 FR 29181; July 18, 1990). This
rule also established a new subpart L
within 10 CFR part 72 entitled,
“Approval of Spent Fuel Storage
Casks,” which contains procedures and

criteria for obtaining NRC approval of
spent fuel storage cask designs.

The NRC issued a final rule on
November 21, 2008 (73 FR 70587), that
approved the NAC MAGNASTOR® Cask
System design to add Amendment No.

0 to the list of NRC-approved cask
designs in 10 CFR 72.214 as CoC
No0.1031. Subsequently on June 15, 2010
(75 FR 33678), the NRC issued a final
rule adding Amendment No. 1 to CoC
No. 1031 to the list of NRC-approved
cask designs in 10 CFR 72.214. Similar
final rules were issued on November 14,
2011 (76 FR 70331), and June 25, 2013
(78 FR 37927), to add Amendment Nos.
2 and 3 to CoC No. 1031, respectively,
to the list of NRC-approved cask designs
in 10 CFR 72.214.

IV. Plain Writing

The Plain Writing Act of 2010 (Pub.
L. 111-274) requires Federal agencies to
write documents in a clear, concise,
well-organized manner that also follows
other best practices appropriate to the
subject or field and the intended
audience. 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 comment on the
proposed rule with respect to clarity
and effectiveness of the language used.

V. 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.

Document

ADAMS Accession No.

Proposed CoC No. 1031, Amendment No. 0, Revision 1
Proposed CoC No. 1031 Amendment No. 0, Revision 1, TS Appendix A ...
Proposed CoC No. 1031 Amendment No. 0, Revision 1, TS Appendix B ...
Proposed SER for CoC No. 1031 Amendment No. 0, Revision 1
Proposed CoC No. 1031, Amendment No. 1, Revision 1
Proposed CoC No. 1031 Amendment No. 1, Revision 1, TS Appendix A ...
Proposed CoC No. 1031 Amendment No. 1, Revision 1, TS Appendix B ...
Proposed SER for CoC No. 1031 Amendment No. 1, Revision 1
Proposed CoC No. 1031, Amendment No. 2, Revision 1
Proposed CoC No. 1031, Amendment No. 2, Revision 1, TS Appendix A ..
Proposed TS Amendment No. 2, Revision 1, TS Appendix B
Proposed SER for CoC No. 1031 Amendment No. 2, Revision 1 .
Proposed CoC No. 1031, Amendment No. 3, Revision 1
Proposed CoC No. 1031 Amendment No. 3, Revision 1, TS Appendix A
Proposed CoC No. 1031 Amendment No. 3, Revision 1, TS Appendix B ...
Proposed SER for CoC No. 1031 Amendment No. 3, Revision 1

ML15180A230.
..... ML15180A238.
..... ML15180A270.
..... ML15180A281.
..... ML15180A161.
..... ML15180A164.
..... ML15180A192.
..... ML15180A220.
..... ML15180A114.
..... ML15180A119.
..... ML15180A128.
..... ML15180A141.
ML15180A033.
ML15180A077.
ML15180A087.
ML15180A092.

The NRC may post materials related
to this document, including public
comments, on the Federal Rulemaking
Web site at http://www.regulations.gov
under Docket ID NRC-2015-0186. 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-2015-0186); (2) click the
“Sign up for Email Alerts” link; and (3)
enter your email address and select how

frequently you would like to receive
emails (daily, weekly, or monthly).

List of Subjects in 10 CFR Part 72

Administrative practice and
procedure, Criminal penalties,
Hazardous waste, Indians,
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Intergovernmental relations, Manpower
training programs, Nuclear energy,
Nuclear materials, Occupational safety
and health, Penalties, Radiation
protection, Reporting and recordkeeping
requirements, Security measures, Spent
fuel, Whistleblowing.

For the reasons set out in the
preamble and under the authority of the
Atomic Energy Act of 1954, as amended;
the Energy Reorganization Act of 1974,
as amended; the Nuclear Waste Policy
Act of 1982, as amended; and 5 U.S.C.
552 and 553; the NRC is proposing to
adopt the following amendments to 10
CFR part 72:

PART 72—LICENSING
REQUIREMENTS FOR THE
INDEPENDENT STORAGE OF SPENT
NUCLEAR FUEL, HIGH-LEVEL
RADIOACTIVE WASTE, AND
REACTOR-RELATED GREATER THAN
CLASS C WASTE

m 1. The authority citation for part 72
continues to read as follows:

Authority: Atomic Energy Act of 1954,
secs. 51, 53, 57, 62, 63, 65, 69, 81, 161, 182,
183, 184, 186, 187, 189, 223, 234, 274 (42
U.S.C. 2071, 2073, 2077, 2092, 2093, 2095,
2099, 2111, 2201, 2210e, 2232, 2233, 2234,
2236, 2237, 2238, 2273, 2282, 2021); Energy
Reorganization Act of 1974, secs. 201, 202,
206, 211 (42 U.S.C. 5841, 5842, 5846, 5851);
National Environmental Policy Act of 1969
(42 U.S.C. 4332); Nuclear Waste Policy Act
of 1982, secs. 117(a), 132, 133, 134, 135, 137,
141, 145(g), 148, 218(a) (42 U.S.C. 10137(a),
10152, 10153, 10154, 10155, 10157, 10161,
10165(g), 10168, 10198(a)); 44 U.S.C. 3504
note.

m 2.In §72.214, Certificate of
Compliance No. 1032 is revised to read
as follows:

§72.214 List of approved spent fuel
storage casks.
* * * * *

Certificate Number: 1031.

Initial Certificate Effective Date:
February 4, 2009, superseded by Initial
Certificate, Revision 1, on February 1,
2016.

Initial Certificate, Revision 1,
Effective Date: February 1, 2016.

Amendment Number 1 Effective Date:
August 30, 2010, superseded by
Amendment Number 1, Revision 1, on
February 1, 2016.

Amendment Number 1, Revision 1,
Effective Date: February 1, 2016.

Amendment Number 2 Effective Date:
January 30, 2012, superseded by
Amendment Number 2, Revision 1, on
February 1, 2016.

Amendment Number 2, Revision 1,
Effective Date: February 1, 2016.

Amendment Number 3 Effective Date:
July 25, 2013, superseded by

Amendment Number 3, Revision 1, on
February 1, 2016.

Amendment Number 3, Revision 1,
Effective Date: February 1, 2016.

Amendment Number 4 Effective Date:
April 14, 2015.

Amendment Number 5 Effective Date:
June 29, 2015.

SAR Submitted by: NAC
International, Inc.

SAR Title: Final Safety Analysis
Report for the MAGNASTOR® System.

Docket Number: 72—-1031.

Certificate Expiration Date: February
4,2029.

Model Number: MAGNASTOR®.

* * * * *

Dated at Rockville, Maryland, this 5th day
of November, 2015.

For the Nuclear Regulatory Commission.
Glenn M. Tracy,
Acting Executive Director for Operations.
[FR Doc. 2015-29423 Filed 11-17-15; 8:45 am]
BILLING CODE 7590-01-P

DEPARTMENT OF ENERGY

10 CFR Parts 429 and 430
[Docket No. EERE-2015-BT-CRT-0013]
RIN 1904-AD53

Energy Conservation Program: Exempt
External Power Supplies Under the
EPS Service Parts Act of 2014

AGENCY: Office of Energy Efficiency and
Renewable Energy, Department of
Energy.

ACTION: Notice of proposed rulemaking.

SUMMARY: The U.S. Department of
Energy (DOE) is proposing to codify
provisions of the EPS Service Parts Act
of 2014 that exempt from energy
conservation standards certain external
power supplies (EPSs) made available
by a manufacturer as a service or spare
part. Consistent with that Act, DOE is
proposing to require annual reports of
the total number of exempt EPS units
sold as service and spare parts that do
not meet the relevant energy
conservation standards.

DATES: DOE will accept comments, data,
and information regarding this notice of
proposed rulemaking no later than
December 18, 2015. See section V,
“Public Participation,” for details.
ADDRESSES: Any comments submitted
must identify the NOPR for Exempt
External Power Supplies Under the EPS
Service Parts Act of 2014, and provide
docket number EERE-2015-BT-CRT-
0013 and/or regulatory information
number (RIN) number 1904—-AD53.
Comments may be submitted using any
of the following methods:

1. Federal eRulemaking Portal:
www.regulations.gov. Follow the
instructions for submitting comments.

2. Email:
EPSServiceParts2015CRT0013@
ee.doe.gov. Include the docket number
and/or RIN in the subject line of the
message.

3. Mail: Ms. Brenda Edwards, U.S.
Department of Energy, Building
Technologies Program, Mailstop EE-5B,
1000 Independence Avenue SW.,
Washington, DC, 20585-0121. If
possible, please submit all items on a
CD. It is not necessary to include
printed copies.

4. Hand Delivery/Courier: Ms. Brenda
Edwards, U.S. Department of Energy,
Building Technologies Program, 950
L’Enfant Plaza SW., Suite 600,
Washington, DC, 20024. Telephone:
(202) 586—2945. If possible, please
submit all items on a CD. It is not
necessary to include printed copies.

For detailed instructions on
submitting comments and additional
information on the rulemaking process,
see section V of this document (Public
Participation).

Docket: The docket, which includes
Federal Register notices, public meeting
attendee lists and transcripts,
comments, and other supporting
documents/materials, is available for
review at regulations.gov. All
documents in the docket are listed in
the regulations.gov index. However,
some documents listed in the index,
such as those containing information
that is exempt from public disclosure,
may not be publicly available.

A link to the docket Web page can be
found at: http://www1.eere.energy.gov/
buildings/appliance standards/
product.aspx?productid=23. This Web
page will contain a link to the docket for
this notice on the regulations.gov site.
The regulations.gov Web page will
contain simple instructions on how to
access all documents, including public
comments, in the docket. See section V
for information on how to submit
comments through regulations.gov.

For further information on how to
submit a comment, review other public
comments and the docket, or to request
a public meeting, contact Ms. Brenda
Edwards at (202) 586—2945 or by email:
Brenda.Edwards@ee.doe.gov.

FOR FURTHER INFORMATION CONTACT:
Direct requests for additional
information may be sent to Mr. Jeremy
Dommu, U.S. Department of Energy,
Office of Energy Efficiency and
Renewable Energy, Building
Technologies Program, EE-2], 1000
Independence Avenue SW.,
Washington, DC 20585-0121.
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Telephone: (202) 586—9870. Email:
battery chargers _and_external power
supplies@EE.Doe.Gov

For legal issues, please contact Mr.
Michael Kido, U.S. Department of
Energy, Office of the General Counsel,
GC-33, 1000 Independence Avenue
SW., Washington, DC 20585—0121.
Telephone: (202) 586—8145. Email:
Michael Kido@hq.doe.gov.
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I. Authority and Background

Authority

Title III of the Energy Policy and
Conservation Act of 1975 (42 U.S.C.
6291, et seq.; “EPCA” or, in context,
“the Act”) sets forth a variety of
provisions designed to improve energy
efficiency. (All references to EPCA refer
to the statute as amended through the
Energy Efficiency Improvement Act of
2015, Pub. L. 114-11 (April 30, 2015).)
Part B of title III, which for editorial
reasons was re-designated as Part A
upon incorporation into the U.S. Code
(42 U.S.C. 6291-6309, as codified),
establishes the “Energy Conservation
Program for Consumer Products Other
Than Automobiles.” External power
supplies are among the products
affected by these provisions.

Background

Section 301 of EISA 2007 established
minimum energy conservation
standards for Class A external power
supplies (EPSs) manufactured on or
after July 1, 2008. (42 U.S.C.
6295(u)(3)(A)). See 42 U.S.C.
6291(36)(C)(i)—(ii). EISA 2007 exempts

Class A EPSs from meeting these
statutorily-prescribed standards if the
devices are manufactured before July 1,
2015, and made available by the
manufacturer as service parts or spare
parts for end-use consumer products
that were manufactured prior to July 1,
2008. (42 U.S.C. 6295(u)(3)(B)) Congress
created this limited (and temporary)
exemption as part of a broad range of
amendments to EPCA under EISA 2007.
The provision did not grant DOE with
the authority to expand or extend the
length of this exemption and Congress
did not grant DOE with the general
authority to exempt any already covered
product from the requirements set by
Congress.

After releasing a preliminary analysis
and issuing a proposed set of energy
conservation standards, DOE published
a final rule prescribing new standards
for non-Class A EPSs and amended
standards for some Class A EPSs—
namely, those EPSs that met what DOE
has termed as ‘““direct operation” EPSs.
See 79 FR 7846 (Feb. 10, 2014). (A
direct operation EPS is an external
power supply that can operate a
consumer product that is not a battery
charger without the assistance of a
battery. See 10 CFR 430.2.) These new
standards apply to products
manufactured on or after February 10,
2016. At that time, DOE did not have
the authority to provide manufacturers
with an exemption for EPSs that were
made available as service or spare parts
to end-use consumer products that were
manufactured prior to the compliance
date of these new standards.
Accordingly, despite requests from
some commenters who responded to
DOE’s proposed standards by asking for
such an exemption, no such relief was
provided as part of the final rule.

On December 18, 2014, the EPS
Service Parts Act of 2014, Public Law
113-263 (Dec. 18, 2014) (“‘Service Parts
Act”) was enacted. That law provided
manufacturers with an exemption for
EPSs that are made available as service
and spare parts for end-use products
manufactured before February 10, 2016.
To be exempt from the new standards
under the Service Parts Act, an EPS
must meet four separate criteria.
Specifically, the EPS must be: (i)
Manufactured during the period
beginning on February 10, 2016, and
ending on February 10, 2020; (ii)
marked in accordance with the External
Power Supply International Efficiency
Marking Protocol; (iii) compliant, where
applicable, with the standards for Class
A EPSs and certified to DOE as meeting
at least International Efficiency Level
IV; and (iv) made available by the
manufacturer as a service part or spare

part for an end-use product
manufactured before February 10, 2016.

Additionally, the Service Parts Act
permits DOE to require manufacturers of
an EPS that is exempt from the 2016
standards to report to DOE the total
number of EPS units shipped annually
that are made available as service and
spare parts and do not meet those
standards. See 42 U.S.C.
6295(u)(5)(A)(ii). DOE may also limit
the applicability of the exemption if the
Secretary determines that the exemption
is resulting in a significant reduction of
the energy savings that would result
were there no exemption to the new
standards. See 42 U.S.C.
6295(u)(5)(A)(iii). Finally, the statute
authorizes DOE to provide a similar
exemption from future EPS conservation
standards.

II. Summary of the Notice of Proposed
Rulemaking

DOE is proposing to incorporate the
statutory provisions described above
into its regulations. DOE is also
providing some clarification on the
circumstances under which EPSs would
be considered spare or service parts.
DOE also proposes to require that
importers and domestic manufacturers
annually report to DOE the total units of
exempt EPSs sold as service and spare
parts that do not meet the 2016
standards.

III. Discussion
A. Codifying the Exemption in the CFR

DOE is proposing to incorporate the
provisions of the Service Parts Act into
10 CFR 430.32. This would help ensure
that the regulations reflect the statutory
exemption and that interested parties
are able to readily access the content of
this new statutory provision. It also
ensures consistency with the similar
exemption to the Class A EPS standards
provided by Congress within EISA 2007,
which was codified in the CFR.

B. Service or Spare Part EPSs

The Service Parts Act provides an
exemption for certain EPSs that are
made available by manufacturers as
service or spare parts. Most end-use
products that use EPSs are sold with the
EPS that is necessary to operate that
product. In such a case, the EPS that is
sold with the end-use product would
not be considered to be an EPS made
available as a spare or service part.
However, any EPS that is sold
separately from an end-use product,
including an EPS made available as a
replacement for, or in addition to, the
EPS originally sold with an end-use
product would be considered an EPS
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made available as a service or spare
part.

Further, to clarify the application of
this statutory exemption, only those
EPSs that are made available as service
or spare parts for end-use products that
were manufactured before February 10,
2016 (the date that manufacturers must
comply with the new and amended
standards for direct operation EPSs)
qualify for the Service Parts Act’s
exemption. If an EPS is made available
as a service part or spare part for any
end-use product that continues to be
manufactured after February 10, 2016,
or is sold with any end-use product
manufactured after that date, that EPS
would not be eligible for this
exemption. Congress specifically
limited the application of the exemption
to those EPSs that the manufacturer
makes available for an end-use product
that constitutes the primary load of that
end-use product so long as it was
manufactured prior to February 10,
2016. See 42 U.S.C. 6295(u)(5)(A).

Furthermore, DOE recognizes that
many EPSs, like those that use an
industry standard communication
protocol such as the universal serial bus
(USB), may be capable of operating
many different end-use products. If the
EPS is capable of operating multiple
end-use products, some of which were
manufactured before February 10, 2016,
and some of which were manufactured
after February 10, 2016, then that EPS
would also not be eligible for the service
and spare part exemption since the EPS
can operate an end-use product
manufactured after February 10, 2016.
In order to clarify which EPSs are
eligible for the exemption, DOE is
proposing to clarify that this exemption
would apply to an EPS basic model that
a manufacturer makes available only as
a service part or a spare part for an end-
use product that was manufactured
before February 10, 2016, and would not
apply to an EPS basic model that a
manufacturer makes available as a
service part or spare part for end-use
products that continue to be
manufactured after February 10, 2016.
Specifically, an EPS would be exempt
from the 2016 Level VI standard if,
among other criteria, it is made
available by the manufacturer only as a
service part or a spare part for an end-
use product, and only if the end-use
product was manufactured before
February 10, 2016.

DOE seeks comment regarding how
manufacturers produce spare or service
parts as compared to how manufacturers
produce EPS units provided with a new
product. For example, do manufacturers
typically produce a single EPS basic
model that is both sold independently

as a service/spare part for a given end-
use product and packaged with a new
end-use product? If a manufacturer
typically produces a single EPS basic
model, are those EPSs produced as a
spare or service part labelled differently
from those packaged with a new
product?

C. Sales Reporting Requirements

Additionally, the Service Parts Act
permits DOE to require manufacturers of
an EPS that is exempt from the 2016
standards to report to DOE the total
number of EPS units shipped annually
that are made available as service and
spare parts and do not meet those
standards. See 42 U.S.C.
6295(u)(5)(A)(ii). Consistent with that
authority, DOE is proposing that
importers and domestic manufacturers
of EPSs that are exempt under the
Service Parts Act report to DOE
annually the total number of exempt
EPS units sold that do not meet the
amended standard. DOE considers the
“shipments” referred to in the statute to
be the units sold by either the importer
or the domestic manufacturer. Because
importers would have both incoming
and outgoing shipments, DOE considers
the “units sold” to be clearer than
“units shipped.” DOE requests
comment on this phrasing.

Many of the EPSs involved are Class
A EPSs and continue to be subject to the
current Class A EPS standards (i.e. Level
IV) set forth in 10 CFR 430.32(w)(1)(@)
and associated certification
requirements. Manufacturers of any
basic model of such a Class A EPS must,
therefore, submit an annual certification
report to DOE as required under 10 CFR
part 429. For these EPSs, submission of
an annual certification report to DOE is
required to qualify for the exemption. In
addition to the annual certification
report requirement for these EPSs, DOE
is proposing to require each importer or
domestic manufacturer to include in its
annual certification report information
the number of units of each individual
model of exempt EPS it sold in the
preceding year that do not meet the
2016 standards. The Service Parts Act
authorizes DOE to limit the applicability
of the service and spare part exemption
if DOE determines that the exemption is
resulting in a significant reduction of
the energy savings that would otherwise
result from the final rule. In assessing
whether such a change would be
needed, DOE plans to use the reported
information to evaluate the exemption’s
impacts on energy savings.

Similarly, DOE is proposing to require
each importer or domestic manufacturer
of non-Class A EPSs that are exempted
by the Service Parts Act and do not meet

the 2016 standards to submit an annual
report of the corresponding number of
units of each individual model of such
EPS that the importer or domestic
manufacturer sold in the prior year.
Examples of these kinds of non-Class A
EPSs include multiple-voltage EPSs,
high-power EPSs, and some EPSs used
to operate end-use products that are
motor-driven. Under DOE’s February
2014 final rule, these EPSs, unless
exempt, are required to meet the Level
VI standards starting in 2016. These
non-class A EPSs would not be certified
under the provisions of 10 CFR 429.12
(General requirements applicable to
certification reports), if they are exempt.
Therefore, consistent with the Service
Parts Act, DOE is proposing to require
that importers and domestic
manufacturers report the total number
of units sold in the year preceding the
report. Specifically, DOE is proposing to
add this reporting requirement to 10
CFR 429.37, with the product-specific
certification requirements.

DOE proposes that the reporting
period for the sales information be from
August 1 through July 31 of each year.
This would allow importers and
domestic manufacturers time to compile
sales information and report the number
of units sold and to align the submittal
date with the annual certification report
deadline of September 1 for Class-A
EPSs. DOE seeks comment on this
proposed reporting requirement.

IV. Procedural Issues and Regulatory
Review

A. Review Under Executive Order 12866

This rulemaking is not significant for
purposes of Executive Order 12866,
Regulatory Planning and Review, 58 FR
51735 (Oct. 4, 1993). Accordingly, this
action was not subject to review under
the Executive Order by the Office of
Information and Regulatory Affairs
(OIRA) in the Office of Management and
Budget.

B. Review Under the Regulatory
Flexibility Act

The Regulatory Flexibility Act (5
U.S.C. 601, et seq.) requires preparation
of an initial regulatory flexibility
analysis (IFRA) for any rule that by law
must be proposed for public comment,
unless the agency certifies that the rule,
if promulgated, will not have a
significant economic impact on a
substantial number of small entities. As
required by Executive Order 13272,
“Proper Consideration of Small Entities
in Agency Rulemaking,” 67 FR 53461
(August 16, 2002), DOE published
procedures and policies on February 19,
2003, to ensure that the potential
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impacts of its rules on small entities are
properly considered during the DOE
rulemaking process. 68 FR 7990. DOE
has made its procedures and policies
available on the Office of the General
Counsel’s Web site: http://energy.gov/
gc/office-general-counsel.

For manufacturers of EPSs, the Small
Business Administration (SBA) has set a
size threshold, which defines those
entities classified as ‘““small businesses”
for the purposes of the statute. DOE
used the SBA’s small business size
standards to determine whether any
small entities would be subject to the
requirements of the rule. 65 FR 30836,
30848 (May 15, 2000), as amended at 65
FR 53533, 53544 (Sept. 5, 2000) and
codified at 13 CFR part 121. The size
standards are listed by North American
Industry Classification System (NAICS)
code and industry description and are
available at http://www.sba.gov/content/
summary-size-standards-industry. EPS
manufacturing is classified under
NAICS 335999, “All Other
Miscellaneous Electrical Equipment and
Component Manufacturing.” The SBA
sets a threshold of 500 employees or less
for an entity to be considered as a small
business for this category.

As a preliminary matter, DOE notes
that there are no domestic
manufacturers of EPSs. Consequently,
there are no small business impacts to
evaluate for purposes of the Regulatory
Flexibility Act.

Notwithstanding the absence of
domestic EPS manufacturers, DOE
reviewed this proposed rule under the
provisions of the Regulatory Flexibility
Act and the procedures and policies
published on February 19, 2003. This
proposed rule would incorporate into
DOE’s regulations a statutorily-
prescribed exemption affecting EPSs
that manufacturers make available as
service or spare parts. The exemption
allows manufacturers to maintain and
distribute supplies of replacement parts
for older equipment without needing to
meet the EPS energy conservation
standards that will apply starting in
2016. This exemption provides
manufacturers flexibility in meeting
their warranty and contract obligations
in cases where service or spare parts
require an EPS. It also relieves
manufacturers of the burdens of
redesigning and certifying EPSs used for
end-use products that are no longer
manufactured starting in 2016, which
DOE anticipates will save these
manufacturers from any significant
expenses that would otherwise be used
to solely support products that are no
longer in production.

Consistent with its prior
incorporation of the previous statutory

exemption added by Congress for Class
A EPSs made available as service and
spare parts, see 10 CFR 430.32(w)(2)
(2015), DOE expects any potential
impact from its proposal to be minimal.

For these reasons, DOE certifies that
the proposed rule would not have a
significant economic impact on a
substantial number of small entities.
Accordingly, DOE has not prepared a
regulatory flexibility analysis for this
rulemaking. DOE will transmit the
certification and supporting statement
of factual basis to the Chief Counsel for
Advocacy of the SBA for review under
5 U.S.C. 605(b).

C. Review Under the Paperwork
Reduction Act of 1995

This rule proposes to revise an
existing information collection. This
information collection request contains:

(1) OMB Control Number: 1910-1400.

(2) Information Collection Request
Title: Certification Reports, Compliance
Statements, Application for a Test
Procedure Waiver, and Recordkeeping
for Consumer Products and
Commercial/Industrial Equipment
Subject to Energy or Water Conservation
Standards.

(3) Type of Request: Revision of a
Currently Approved Collection.

(4) Purpose: Today’s notice would
require external power supply
manufacturers to report the number of
exempt EPS units sold as part of the
annual certification report, which is
already required. The annual
certification report must be submitted
via CCMS, an electronic system for
recording and processing certification
submissions.

Manufacturers of EPSs must certify to
DOE that their products comply with
any applicable energy conservation
standards. In certifying compliance,
manufacturers must test their products
according to the DOE test procedures for
EPSs including any amendments
adopted for those test procedures. DOE
has established regulations for the
certification and recordkeeping
requirements for all covered consumer
products and commercial equipment,
including external power supplies. See
10 CFR part 429, subpart B. The
collection-of-information requirement
for certification and recordkeeping is
subject to review and approval by OMB
under the Paperwork Reduction Act
(PRA). This requirement has been
approved by OMB under OMB Control
Number 1910-1400. Public reporting
burden for the proposed certification
requirement is estimated to average 30
hours per response, including the time
for reviewing instructions, searching
existing data sources, gathering and

maintaining the data needed, and
completing and reviewing the collection
of information.

In today’s notice, DOE is proposing to
require external power supply
manufacturers to provide the total
number of exempt EPS units sold as
service and spare parts for each basic
model for which the manufacturer is
claiming exemption from the current
standards. The following are DOE
estimates of the increased time (over the
existing approved information
collection) for manufacturers to collect,
organize and store the data required by
today’s notice of proposed rulemaking.

Affected Public: Manufacturers of
external power supplies that are
claiming the spare parts exemption.

Estimated Number of Impacted
Manufacturers: 1028.

Estimated Time per Record: 4
minutes.

Estimated Total Annual Burden
Hours: 69 hours.

Estimated Total Annual Cost to the
Manufacturers: $500.

This revision would yield the
following totals for the information
collection:

(5) Annual Estimated Number of
Respondents: 3028

(6) Annual Estimated Number of Total
Responses: 20,000

(7) Annual Estimated Number of Burden
Hours: 68,069 hours

(8) Annual Estimated Reporting and
Recordkeeping Cost Burden:
$6,800,500

Notwithstanding any other provision
of the law, no person is required to
respond to, nor shall any person be
subject to a penalty for failure to comply
with, a collection of information subject
to the requirements of the PRA, unless
that collection of information displays a
currently valid OMB Control Number.

D. Review Under the National
Environmental Policy Act of 1969

DOE has determined that this
proposal, which would incorporate a
recently-enacted exemption into the
CFR for EPSs sold as spare or service
parts, falls into a class of actions that are
categorically excluded from review
under the National Environmental
Policy Act of 1969 (42 U.S.C. 4321, et
seq.) and DOE’s implementing
regulations at 10 CFR part 1021.
Specifically, this proposed rule would
adopt changes to the manner in which
certain covered equipment would be
certified and/or reported, which would
not affect the amount, quality or
distribution of energy usage, and,
therefore, would not result in any
environmental impacts. Thus, this
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rulemaking is covered by Categorical
Exclusion A6 (Procedural Rulemaking)
under 10 CFR part 1021, subpart D.
Accordingly, neither an environmental
assessment nor an environmental
impact statement is required.

E. Review Under Executive Order 13132

Executive Order 13132, “Federalism,”
64 FR 43255 (August 4, 1999) imposes
certain requirements on agencies
formulating and implementing policies
or regulations that preempt State law or
that have Federalism implications. The
Executive Order requires agencies to
examine the constitutional and statutory
authority supporting any action that
would limit the policymaking discretion
of the States and to carefully assess the
necessity for such actions. The
Executive Order also requires agencies
to have an accountable process to
ensure meaningful and timely input by
State and local officials in the
development of regulatory policies that
have Federalism implications. On
March 14, 2000, DOE published a
statement of policy describing the
intergovernmental consultation process
it will follow in the development of
such regulations. 65 FR 13735. DOE has
examined this proposed rule and has
determined that it 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. EPCA governs and
prescribes Federal preemption of State
regulations as to energy conservation for
the products that are the subject of
today’s proposed rule. States can
petition DOE for exemption from such
preemption to the extent, and based on
criteria, set forth in EPCA. (42 U.S.C.
6297(d)) No further action is required by
Executive Order 13132.

F. Review Under Executive Order 12988

Regarding the review of existing
regulations and the promulgation of
new regulations, section 3(a) of
Executive Order 12988, “Civil Justice
Reform,” 61 FR 4729 (Feb. 7, 1996),
imposes on Federal agencies the general
duty to adhere to the following
requirements: (1) Eliminate drafting
errors and ambiguity; (2) write
regulations to minimize litigation; (3)
provide a clear legal standard for
affected conduct rather than a general
standard; and (4) promote simplification
and burden reduction. Section 3(b) of
Executive Order 12988 specifically
requires that Executive agencies make
every reasonable effort to ensure that the
regulation: (1) Clearly specifies the
preemptive effect, if any; (2) clearly

specifies any effect on existing Federal
law or regulation; (3) provides a clear
legal standard for affected conduct
while promoting simplification and
burden reduction; (4) specifies the
retroactive effect, if any; (5) adequately
defines key terms; and (6) addresses
other important issues affecting clarity
and general draftsmanship under any
guidelines issued by the Attorney
General. Section 3(c) of Executive Order
12988 requires Executive agencies to
review regulations in light of applicable
standards in sections 3(a) and 3(b) to
determine whether they are met or it is
unreasonable to meet one or more of
them. DOE has completed the required
review and determined that, to the
extent permitted by law, the proposed
rule meets the relevant standards of
Executive Order 12988.

G. Review Under the Unfunded
Mandates Reform Act of 1995

Title I of the Unfunded Mandates
Reform Act of 1995 (UMRA) requires
each Federal agency to assess the effects
of Federal regulatory actions on State,
local, and Tribal governments and the
private sector. Public Law 1044, sec.
201 (codified at 2 U.S.C. 1531). For a
proposed regulatory action likely to
result in a rule that may cause the
expenditure by State, local, and Tribal
governments, in the aggregate, or by the
private sector of $100 million or more
in any one year (adjusted annually for
inflation), section 202 of UMRA requires
a Federal agency to publish a written
statement that estimates the resulting
costs, benefits, and other effects on the
national economy. (2 U.S.C. 1532(a)—(b))
The UMRA also requires a Federal
agency to develop an effective process
to permit timely input by elected
officers of State, local, and Tribal
governments on a proposed ‘“‘significant
intergovernmental mandate,” and
requires an agency plan for giving notice
and opportunity for timely input to
potentially affected small governments
before establishing any requirements
that might significantly or uniquely
affect small governments. On March 18,
1997, DOE published a statement of
policy on its process for
intergovernmental consultation under
UMRA. 62 FR 12820; also available at
http://energy.gov/gc/office-general-
counsel. DOE examined this proposed
rule according to UMRA and its
statement of policy and determined that
the proposed rule contains neither an
intergovernmental mandate, nor a
mandate that may result in the
expenditure of $100 million or more in
any year, so these requirements do not

apply.

H. Review Under the Treasury and
General Government Appropriations
Act, 1999

Section 654 of the Treasury and
General Government Appropriations
Act, 1999 (Pub. L. 105-277) requires
Federal agencies to issue a Family
Policymaking Assessment for any rule
that may affect family well-being. This
proposed rule would not have any
impact on the autonomy or integrity of
the family as an institution.
Accordingly, DOE has concluded that it
is not necessary to prepare a Family
Policymaking Assessment.

1. Review Under Executive Order 12630

DOE has determined, under Executive
Order 12630, ‘“Governmental Actions
and Interference with Constitutionally
Protected Property Rights” 53 FR 8859
(March 18, 1988), that this proposed
regulation would not result in any
takings that might require compensation
under the Fifth Amendment to the U.S.
Constitution.

J. Review Under Treasury and General
Government Appropriations Act, 2001

Section 515 of the Treasury and
General Government Appropriations
Act, 2001 (44 U.S.C. 3516 note) provides
for agencies to review most
disseminations of information to the
public under guidelines established by
each agency pursuant to general
guidelines issued by OMB. OMB’s
guidelines were published at 67 FR
8452 (Feb. 22, 2002), and DOE’s
guidelines were published at 67 FR
62446 (Oct. 7, 2002). DOE has reviewed
this proposed rule under the OMB and
DOE guidelines and has concluded that
it is consistent with applicable policies
in those guidelines.

K. Review Under Executive Order 13211

Executive Order 13211, ‘““Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use,” 66 FR 28355 (May
22, 2001), requires Federal agencies to
prepare and submit to OMB, a
Statement of Energy Effects for any
proposed significant energy action. A
“significant energy action” is defined as
any action by an agency that
promulgated or is expected to lead to
promulgation of a final rule, and that:
(1) Is a significant regulatory action
under Executive Order 12866, or any
successor order; and (2) is likely to have
a significant adverse effect on the
supply, distribution, or use of energy; or
(3) is designated by the Administrator of
OIRA as a significant energy action. For
any proposed significant energy action,
the agency must give a detailed
statement of any adverse effects on
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energy supply, distribution, or use
should the proposal be implemented,
and of reasonable alternatives to the
action and their expected benefits on
energy supply, distribution, and use.
This proposed regulatory action to
amend the existing certification
requirements for EPSs sold as spare
parts is not a significant regulatory
action under Executive Order 12866.
Moreover, it would not have a
significant adverse effect on the supply,
distribution, or use of energy, nor has it
been designated as a significant energy
action by the Administrator of OIRA.
Therefore, it is not a significant energy
action, and, accordingly, DOE has not
prepared a Statement of Energy Effects.

L. Review Under Section 32 of the
Federal Energy Administration Act of
1974

Under section 301 of the Department
of Energy Organization Act (Pub. L. 95—
91; 42 U.S.C. 7101), DOE must comply
with section 32 of the Federal Energy
Administration Act of 1974, as amended
by the Federal Energy Administration
Authorization Act of 1977. (15 U.S.C.
788; FEAA) Section 32 essentially
provides in relevant part that, where a
proposed rule authorizes or requires use
of commercial standards, the notice of
proposed rulemaking must inform the
public of the use and background of
such standards. In addition, section
32(c) requires DOE to consult with the
Attorney General and the Chairman of
the Federal Trade Commission (FTC)
concerning the impact of the
commercial or industry standards on
competition. This proposal to amend
the certification requirements for all
covered consumer products does not
propose the use of any commercial
standards.

V. Public Participation

DOE will accept comments, data, and
information regarding this proposed
rule no later than the date provided in
the DATES section at the beginning of
this proposed rule. Interested parties
may submit comments using any of the
methods described in the ADDRESSES
section at the beginning of this proposed
rule.

Submitting comments via
regulations.gov. The regulations.gov
Web page will require you to provide
your name and contact information.
Your contact information will be
viewable to DOE Building Technologies
staff only. Your contact information will
not be publicly viewable except for your
first and last names, organization name
(if any), and submitter representative
name (if any). If your comment is not
processed properly because of technical

difficulties, DOE will use this
information to contact you. If DOE
cannot read your comment due to
technical difficulties and cannot contact
you for clarification, DOE may not be
able to consider your comment.

However, your contact information
will be publicly viewable if you include
it in the comment or in any documents
attached to your comment. Any
information that you do not want to be
publicly viewable should not be
included in your comment, nor in any
document attached to your comment.
Persons viewing comments will see only
first and last names, organization
names, correspondence containing
comments, and any documents
submitted with the comments.

Do not submit to regulations.gov
information for which disclosure is
restricted by statute, such as trade
secrets and commercial or financial
information (hereinafter referred to as
Confidential Business Information
(CBI)). Comments submitted through
regulations.gov cannot be claimed as
CBI. Comments received through the
Web site will waive any CBI claims for
the information submitted. For
information on submitting CBI, see the
Confidential Business Information
section.

DOE processes submissions made
through regulations.gov before posting.
Normally, comments will be posted
within a few days of being submitted.
However, if large volumes of comments
are being processed simultaneously,
your comment may not be viewable for
up to several weeks. Please keep the
comment tracking number that
regulations.gov provides after you have
successfully uploaded your comment.

Submitting comments via email, hand
delivery, or mail. Comments and
documents submitted via email, hand
delivery, or mail also will be posted to
regulations.gov. If you do not want your
personal contact information to be
publicly viewable, do not include it in
your comment or any accompanying
documents. Instead, provide your
contact information on a cover letter.
Include your first and last names, email
address, telephone number, and
optional mailing address. The cover
letter will not be publicly viewable as
long as it does not include any
comments.

Include contact information each time
you submit comments, data, documents,
and other information to DOE. If you
submit via mail or hand delivery, please
provide all items on a CD, if feasible. It
is not necessary to submit printed
copies. No facsimiles (faxes) will be
accepted.

Comments, data, and other
information submitted to DOE
electronically should be provided in
PDF (preferred), Microsoft Word or
Excel, WordPerfect, or text (ASCII) file
format. Provide documents that are not
secured, written in English and free of
any defects or viruses. Documents
should not contain special characters or
any form of encryption and, if possible,
they should carry the electronic
signature of the author.

Campaign form letters. Please submit
campaign form letters by the originating
organization in batches of between 50 to
500 form letters per PDF or as one form
letter with a list of supporters’ names
compiled into one or more PDFs. This
reduces comment processing and
posting time.

Confidential Business Information.
According to 10 CFR 1004.11, any
person submitting information that he
or she believes to be confidential and
exempt by law from public disclosure
should submit via email, postal mail, or
hand delivery two well-marked copies:
one copy of the document marked
confidential including all the
information believed to be confidential,
and one copy of the document marked
non-confidential with the information
believed to be confidential deleted.
Submit these documents via email or on
a CD, if feasible. DOE will make its own
determination about the confidential
status of the information and treat it
according to its determination.

Factors of interest to DOE when
evaluating requests to treat submitted
information as confidential include: (1)
A description of the items; (2) whether
and why such items are customarily
treated as confidential within the
industry; (3) whether the information is
generally known by or available from
other sources; (4) whether the
information has previously been made
available to others without obligation
concerning its confidentiality; (5) an
explanation of the competitive injury to
the submitting person which would
result from public disclosure; (6) when
such information might lose its
confidential character due to the
passage of time; and (7) why disclosure
of the information would be contrary to
the public interest.

It is DOE’s policy that all comments
may be included in the public docket,
without change and as received,
including any personal information
provided in the comments (except
information deemed to be exempt from
public disclosure).
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VI. Approval of the Office of the
Secretary

The Secretary of Energy has approved
publication of this proposed rule.

List of Subjects
10 CFR Part 429

Administrative practice and
procedure, Confidential business
information, Energy conservation,
Household appliances, Imports,
Reporting and recordkeeping
requirements.

10 CFR Part 430

Administrative practice and
procedure, Confidential business
information, Energy conservation,
Household appliances, Imports,
Intergovernmental relations, Small
businesses.

Issued in Washington, DC, on November
10, 2015.
Kathleen B. Hogan,
Deputy Assistant Secretary for Energy
Efficiency, Energy Efficiency and Renewable
Energy.

For the reasons stated in the
preamble, DOE is proposing to amend
parts 429 and 430 of Chapter II of Title
10, Code of Federal Regulations as set
forth below:

PART 429—CERTIFICATION,
COMPLIANCE, AND ENFORCEMENT
FOR CONSUMER PRODUCTS AND
COMMERCIAL AND INDUSTRIAL
EQUIPMENT

m 1. The authority citation for part 429
continues to read as follows:

Authority: 42 U.S.C. 6291-6317.

m 2. Section 429.37 is amended by
adding paragraphs (b)(3) and (c) to read
as follows:

§429.37 External power supplies.

* * * * *

(b) * * *

(3) Pursuant to §429.12(b)(13), a
certification report for external power
supplies that are exempt from the
energy conservation standards at
§430.32(w)(1)(ii) pursuant to
§430.32(w)(2) must include the
following additional product-specific
information: The number of units of
each individual model of exempt
external power supplies sold during the
most recent 12-calendar-month period
ending on July 31.

(c) Exempt External Power Supplies.
For each individual model of external
power supply that is exempt from
energy conservation standards pursuant
to §430.32(w)(2) and has not been
certified pursuant to § 429.12(a) as

compliant with an applicable standard,
the importer or domestic manufacturer
must, no later than September 1, 2017,
and annually thereafter, submit a report
providing the following information:

(1) The importer or domestic
manufacturer’s name and address;

(2) The brand name;

(3) The model number;

(4) The average active mode efficiency
as a percentage (%);

(5) No-load mode power consumption
in watts (W);

(6) The nameplate output power in
watts (W);

(7) The nameplate output current in
aperes (A); and

(8) The number of units sold during
the most recent 12-calendar-month
period ending on July 31. The report
must be submitted to DOE in
accordance with the submission
procedures set forth in § 429.12(h).

PART 430—ENERGY CONSERVATION
PROGRAM FOR CONSUMER
PRODUCTS

m 3. The authority citation for part 430
continues to read as follows:

Authority: 42 U.S.C. 6291-6309; 28 U.S.C.
2461 note.

m 4. Section 430.32 is amended by
revising paragraph (w)(2) to read as
follows:

§430.32 Energy and water conservation
standards and their compliance dates.
* * * * *

(W) * x %

(2) A basic model of external power
supply is not subject to the energy
conservation standards of paragraph
(w)(1)(ii) of this section if the external
power supply—

(i) Is manufactured during the period
beginning on February 10, 2016, and
ending on February 10, 2020;

(ii) Is marked in accordance with the
External Power Supply International
Efficiency Marking Protocol, as in effect
on February 10, 2016;

(iii) Meets, where applicable, the
standards under paragraph (w)(1)(i) of
this section, and has been certified to
the Secretary as meeting those
standards; and

(iv) Is made available by the
manufacturer only as a service part or a
spare part for an end-use product that—

(A) Constitutes the primary load; and

(B) Was manufactured before
February 10, 2016.

[FR Doc. 2015-29303 Filed 11-17-15; 8:45 am]
BILLING CODE 6450-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 101
[Docket No. FDA-2014-N-1021]
RIN 0910-AHO00

Food Labeling; Gluten-Free Labeling of
Fermented or Hydrolyzed Foods

AGENCY: Food and Drug Administration,
HHS.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA or we) is
proposing to establish requirements
concerning “gluten-free”” labeling for
foods that are fermented or hydrolyzed
or that contain fermented or hydrolyzed
ingredients. These additional
requirements for the “gluten-free”
labeling rule are needed to help ensure
that individuals with celiac disease are
not misled and receive truthful and
accurate information with respect to
fermented or hydrolyzed foods labeled
as “gluten-free.” There is uncertainty in
interpreting the results of current gluten
test methods for fermented and
hydrolyzed foods on a quantitative basis
that equates the test results in terms of
intact gluten. Thus, we propose to
evaluate compliance of such fermented
and hydrolyzed foods that bear a
“gluten-free”” claim with the gluten-free
labeling rule based on records that are
made and kept by the manufacturer of
the food bearing the “gluten-free”” claim
and made available to us for inspection
and copying. The records would need to
provide adequate assurance that the
food is “gluten-free” in compliance with
the gluten-free food labeling final rule
before fermentation or hydrolysis. In
addition, the proposed rule would
require the manufacturer of fermented
or hydrolyzed foods bearing the “gluten-
free” claim to document that it has
adequately evaluated the potential for
gluten cross-contact and, if identified,
that the manufacturer has implemented
measures to prevent the introduction of
gluten into the food during the
manufacturing process. Likewise,
manufacturers of foods that contain
fermented or hydrolyzed ingredients
and bear the “gluten-free”” claim would
be required to make and keep records
that demonstrate with adequate
assurance that the fermented or
hydrolyzed ingredients are “gluten-free”
in compliance with the gluten-free food
labeling final rule. Finally, the proposed
rule would state that we would evaluate
compliance of distilled foods by
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verifying the absence of protein using
scientifically valid analytical methods
that can reliably detect the presence of
protein or protein fragments in the
distilled food.

DATES: Submit either electronic or
written comments on the proposed rule
by February 16, 2016. Submit comments
on information collection issues under
the Paperwork Reduction Act of 1995 by
December 18, 2015.

ADDRESSES: You may submit comments
as follows:

Electronic Submissions

Submit electronic comments in the
following way:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.
Comments submitted electronically,
including attachments, to http://
www.regulations.gov will be posted to
the docket unchanged. Because your
comment will be made public, you are
solely responsible for ensuring that your
comment does not include any
confidential information that you or a
third party may not wish to be posted,
such as medical information, your or
anyone else’s Social Security number, or
confidential business information, such
as a manufacturing process. Please note
that if you include your name, contact
information, or other information that
identifies you in the body of your
comments, that information will be
posted on http://www.regulations.gov.

¢ If you want to submit a comment
with confidential information that you
do not wish to be made available to the
public, submit the comment as a
written/paper submission and in the
manner detailed (see ‘“Written/Paper
Submissions” and “Instructions”).

Written/Paper Submissions

Submit written/paper submissions as
follows:

e Mail/Hand delivery/Courier (for
written/paper submissions): Division of
Dockets Management (HFA-305), Food
and Drug Administration, 5630 Fishers
Lane, Rm. 1061, Rockville, MD 20852.

e For written/paper comments
submitted to the Division of Dockets
Management, FDA will post your
comment, as well as any attachments,
except for information submitted,
marked and identified, as confidential,
if submitted as detailed in
“Instructions.”

Instructions: All submissions received
must include the Docket No. FDA—
2014-N-1021 for Food Labeling;
Gluten-Free Labeling of Fermented or
Hydrolyzed Foods. Received comments
will be placed in the docket and, except

for those submitted as “Confidential
Submissions,” publicly viewable at
http://www.regulations.gov or at the
Division of Dockets Management
between 9 a.m. and 4 p.m., Monday
through Friday.

¢ Confidential Submissions—To
submit a comment with confidential
information that you do not wish to be
made publicly available, submit your
comments only as a written/paper
submission. You should submit two
copies total. One copy will include the
information you claim to be confidential
with a heading or cover note that states
“THIS DOCUMENT CONTAINS
CONFIDENTIAL INFORMATION”. The
Agency will review this copy, including
the claimed confidential information, in
its consideration of comments. The
second copy, which will have the
claimed confidential information
redacted/blacked out, will be available
for public viewing and posted on
http://www.regulations.gov. Submit
both copies to the Division of Dockets
Management. If you do not wish your
name and contact information to be
made publicly available, you can
provide this information on the cover
sheet and not in the body of your
comments and you must identify this
information as “confidential.” Any
information marked as “confidential”
will not be disclosed except in
accordance with 21 CFR 10.20 and other
applicable disclosure law. For more
information about FDA'’s posting of
comments to public dockets, see 80 FR
56469, September 18, 2015, or access
the information at: http://www.fda.gov/
regulatoryinformation/dockets/
default.htm.

Docket: For access to the docket to
read background documents or the
electronic and written/paper comments
received, go to http://
www.regulations.gov and insert the
docket number, found in brackets in the
heading of this document, into the
“Search” box and follow the prompts
and/or go to the Division of Dockets
Management, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852.

Submit comments on information
collection issues to the Office of
Management and Budget in the
following ways:

¢ Fax to the Office of Information and
Regulatory Affairs, OMB, Attn: FDA
Desk Officer, FAX: 202—-395-7285, or
email to oira_submission@omb.eop.gov.
All comments should be identified with
the title Food Labeling; Gluten-Free
Labeling of Fermented or Hydrolyzed
Foods.

FOR FURTHER INFORMATION CONTACT:
With regard to the proposed rule: Carol

D’Lima, Center for Food Safety and
Applied Nutrition (HFS-820), Food and
Drug Administration, 5100 Paint Branch
Pkwy., College Park, MD 20740, 240—
402-2371, FAX: 301-436—2636.

With regard to the information
collection issues: FDA PRA Staff, Office
of Operations, Food and Drug
Administration, 8455 Colesville Rd.,
COLE-14526, Silver Spring, MD 20993—
0002, PRAStaff@fda.hhs.gov.
SUPPLEMENTARY INFORMATION:

Executive Summary
Purpose of the Rule

Need for the rule: Celiac disease, a
hereditary, chronic inflammatory
disorder of the small intestine, has no
cure, but individuals who have this
disease are advised to avoid all sources
of gluten in their diet to protect against
adverse health effects associated with
the disease. In the Federal Register of
August 5, 2013 (78 FR 47154), we
published a final rule that defines the
term “gluten-free”” and establishes
requirements for the voluntary use of
that term in food labeling. The final rule
(now codified at §101.91 (21 CFR
101.91)) is intended to ensure that
individuals with celiac disease are not
misled and are provided with truthful
and accurate information with respect to
foods so labeled. The regulation
provides that “[w]hen compliance with
[the rule] is based on an analysis of the
food, the FDA will use a scientifically
valid method that can reliably detect the
presence of 20 parts per million (ppm)
gluten in a variety of food matrices,
including both raw and cooked or baked
products” (§101.91(c)). We established
this 20 ppm limit for intact gluten
considering multiple factors, including
currently available analytical methods
and the needs of individuals with celiac
disease, as well as factors such as ease
of compliance and enforcement,
stakeholder concerns, economics, trade
issues, and legal authorities. Although
test methods for the detection of gluten
fragments in fermented and hydrolyzed
foods have advanced, there is still
uncertainty in interpreting the results of
these test methods on a quantitative
basis that equates the test results to an
equivalent amount of intact gluten.
Thus, alternative means are necessary to
verify compliance with the provisions of
the rule for fermented and hydrolyzed
foods, such as cheese, yogurt, vinegar,
sauerkraut, pickles, green olives, beers,
and wine, or hydrolyzed plant proteins
used to improve flavor or texture in
processed foods such as soups, sauces,
and seasonings.

Legal authority: Consistent with
section 206 of the Food Allergen
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Labeling and Consumer Protection Act
(FALCPA) and sections 403(a)(1),
201(n), and 701(a) of the Federal Food,
Drug, and Cosmetic Act (the FD&C Act)
(21 U.S.C. 343(a)(1), 321(n), and 371(a)),
we are proposing requirements to
permit the voluntary use of the term
“gluten free” in the labeling of foods
that are fermented, hydrolyzed, or
distilled, or that contain fermented,
hydrolyzed, or distilled ingredients.

Major provisions of the rule: The
proposed rule would amend § 101.91(c)
to provide alternative means for us to
verify compliance based on records that
are maintained by the manufacturer of
the food bearing the “gluten-free”” claim
and made available to us for inspection
and copying. We propose that, for foods
fermented or hydrolyzed by the
manufacturer and bearing the “gluten-
free” claim, the records must
demonstrate adequate assurance that the
food is “gluten-free” in compliance with
§101.91(a)(3) before fermentation or
hydrolysis. Such adequate assurance
can include test results, certificates of
analysis (CoAs), or other appropriate
verification documentation for each of
the ingredients used in the food.

Alternatively, adequate assurance can
include test results of the food before
fermentation or hydrolysis of the food.

In addition, the proposed rule would
require the manufacturer to document
that any potential for gluten cross-
contact has been adequately assessed,
and where such a potential has been
identified, that the manufacturer has
implemented measures to prevent the
introduction of gluten into the food
during the manufacturing process.

Further, for foods containing one or
more fermented or hydrolyzed
ingredients and bearing the “gluten-
free”’ claim, manufacturers would have
to make and keep records demonstrating
with adequate assurance that the
fermented or hydrolyzed ingredients are
“gluten-free” in compliance with
§101.91(a)(3) including, but not limited
to, CoAs or other appropriate
verification documentation from the
ingredient suppliers and/or results of
testing conducted by the ingredient
suppliers.

The proposed rule also would require
the manufacturer to retain the records
for at least 2 years after introduction or
delivery for introduction of the food

ANNUAL COST AND BENEFIT OVERVIEW

into interstate commerce. The proposed
rule would allow these records to be
kept as original records, as true copies
or as electronic records, and
manufacturers would have to make the
records available to us for inspection
and copying, upon request, during an
inspection. The records would need to
be reasonably accessible to FDA during
an inspection at each manufacturing
facility (even if not stored on site) to
determine whether the food has been
manufactured and labeled in
compliance with § 101.91. Records that
can be immediately retrieved from
another location by electronic means are
considered reasonably accessible. The
proposed rule would provide that we
would evaluate compliance of distilled
foods, such as distilled vinegar, by
verifying the absence of protein using
scientifically valid analytical methods
that can reliably detect the presence of
protein or protein fragments in the food.
Costs and benefits: Full compliance
with the proposed rule, if finalized,
would have annualized costs of about
$9 million per year and annual health
benefits of about $41 million per year,
for net benefits of $32 million a year:

Benefits .....ccccoiiiiei e
Net Benefits

Testing of Foods
Standard Operating Procedure Development .....
Labeling (changes for non-compliant products) ..
Paperwork ........ccoeeoeoiiiiesee e
Health Gains for Individuals with Celiac Disease

$3,000,000
1,500,000
300,000
3,900,000
41,000,000
32,000,000
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I. Background

A. Why do we need this proposed rule?

Celiac disease is a hereditary, chronic
inflammatory disorder of the small
intestine triggered by the ingestion of
certain proteins referred to as gluten
occurring in wheat, rye, barley, and
crossbreeds of these grains. The main
protein of wheat gluten is gliadin; the
similar proteins of rye and barley are

termed secalin and hordein,
respectively. Both of the major protein
fractions of gluten, gliadins and
glutenins, are active in celiac disease.
All the gliadins and glutenins subunits
are reported to be harmful for
individuals with celiac disease (Ref. 1).
Celiac disease has no cure, and
individuals who have this disease are
advised to avoid all sources of gluten in
their diet to protect against adverse
health effects associated with the
disease.

Under section 206 of FALCPA, in the
Federal Register of August 5, 2013, we
published a final rule that defines the
term ‘‘gluten-free” and establishes
requirements as to the voluntary use of
that term in food labeling. The final rule
(now codified at 21 CFR 101.91) is
intended to help ensure that individuals
with celiac disease are not misled and
receive truthful and accurate
information with respect to foods
labeled as “gluten-free.” The final rule
does not require manufacturers who
label their foods as “gluten-free” to test
those foods for the presence of gluten
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although they may choose to do so to
ensure that the food does not contain 20
ppm or more gluten. The regulation
provides that “[w]hen compliance with
[the rule] is based on an analysis of the
food, FDA will use a scientifically valid
method that can reliably detect the
presence of 20 ppm gluten in a variety
of food matrices, including both raw
and cooked or baked products”
(§101.91(c)). We may conduct such
testing to verify that foods labeled
“gluten free” meet the criteria for
“gluten-free’” labeling, including the
part of the “gluten-free” definition that
states that “[a]ny unavoidable presence
of gluten in the food bearing the claim
in its labeling is below 20 ppm gluten
(i.e., below 20 mg gluten per kg of
food)” (§ 101.91(a)(3)(ii)).

In comments we received in response
to the proposed rule that appeared in
the Federal Register of January 23, 2007
(72 FR 2795), and to a related notice we
published in the Federal Register of
August 3, 2011 (76 FR 46671), we
became aware that fermented or
hydrolyzed foods, some of which are
labeled as ‘“‘gluten-free,” cannot be
tested for a quantitative measure of
intact gluten using currently available
analytical methods. In the notice that
we published in the Federal Register of
August 3, 2011 (76 FR 46671 at 46673),
we stated that FDA recognized that for
some food matrices (e.g., fermented or
hydrolyzed foods) there were no
currently available validated methods
that could be used to accurately
determine if they contained <20 ppm
gluten. FDA also stated that we were
considering whether to require
manufacturers of such foods to have a
scientifically valid method that would
reliably and consistently detect gluten at
20 ppm or less before including a
“gluten-free” claim in the labeling of
their foods. FDA requested comments
on this proposed approach as well as on
whether FDA also should require these
manufacturers to maintain records on
test methods, protocols, and results and
to make these records available to FDA
upon inspection.

The notice explained that we interpret
the term ““scientifically valid method”
to mean a method that is “accurate,
precise, and specific for its intended
purpose and where the results of the
method evaluation are published in the
peer-reviewed scientific literature. In
other words, a scientifically valid test is
one that consistently and reliably does
what it is intended to do” (id.).

As of November 18, 2015, we know of
no scientifically valid analytical method
effective in detecting and quantifying
with precision the gluten protein
content in fermented and hydrolyzed

foods in terms of equivalent amounts of
intact gluten proteins. Without reference
standards associated with the
production of fermented and
hydrolyzed products, such
quantification is uncertain and
potentially inaccurate (Ref. 2). Thus, we
need other means to verify compliance
for these foods.

B. What are fermented or hydrolyzed
foods?

A fermented food is one that has
undergone fermentation—a process that
typically involves the conversion of
complex organic compounds, especially
sugars and other carbohydrates, to
simpler compounds such as lactic acid
and ethyl alcohol. Fermentation has
long been used to preserve or produce
foods with characteristic flavors or
textures. During fermentation, proteins
such as gluten break apart into smaller
groups of amino acids known as
peptides. Examples of foods that are
subject to fermentation during
manufacturing are cheese, yogurt,
vinegar, sauerkraut, pickles, green
olives, beers, and wine.

A hydrolyzed food is one in which a
food’s chemical components—such as
proteins—are broken into smaller
organic compounds by reaction with
water. These reactions are often
accelerated by enzymes. One common
application of hydrolysis in food
manufacturing is the hydrolysis of plant
proteins—such as soy protein.
Hydrolyzed soy proteins are often used
as an ingredient to increase digestibility
of the protein, to enhance flavor, or to
improve texture in processed foods such
as soups, sauces, and seasonings. There
are many different types of fermented or
hydrolyzed foods as well as food
products that contain fermented or
hydrolyzed ingredients (Ref. 3).
Examples of foods that use hydrolyzed
plant proteins as flavor enhancers
include soups, chili, sauces, gravies,
stews, dips, and some snacks like potato
chips and pretzels.

C. Why are there no appropriate
analytical methods to quantify intact
gluten in fermented or hydrolyzed
foods?

1. Background on Analytical Methods
for Gluten

As discussed in the preamble to our
final rule (78 FR 47154 at 47165), we
routinely rely upon scientifically valid
methods in our enforcement programs
on food labeling. When we established
the requirement that foods bearing the
“gluten-free” claim contain less than 20
ppm of intact gluten, we were referring
to intact gluten as measured by

sandwich ELISA-based methods. (ELISA
stands for an enzyme-linked
immunosorbent assay.) The sandwich
ELISA-based methods can both detect
and quantify specific amino acid
sequences, known as epitopes, with the
requirement that at least two epitopes be
present in a single strand of amino acids
in order to mediate the binding of two
antibodies (hence, the concept of a
sandwich). Advantages of sandwich
ELISA-based methods are an increased
specificity associated with the
requirement that two antibodies bind
the antigen (especially if the two
antibodies recognize different epitopes)
and a high sensitivity. As a result, the
sample does not have to be extensively
purified before analysis (Ref. 4).
Sandwich ELISA-based methods are
appropriate for foods in which the
gluten is not subject to fermentation or
hydrolysis and remains intact. However,
as we discuss in the next section,
sandwich ELISA-based methods are not
effective in detecting and quantifying
gluten proteins that are no longer intact
as a result of fermentation or hydrolysis.

2. Challenges in Quantifying Gluten in
Fermented and Hydrolyzed Foods

Proteins can be broken into smaller
fragments called peptides. Unless the
proteins are sufficiently broken down so
as to eliminate all immunopathogenic
elements (e.g., strands of amino acids
that cause a celiac response), the
fermented or hydrolyzed gluten can be
harmful to people with celiac disease
(Ref. 5). Compared to other processing
methods that physically remove the
gluten to produce non-protein
containing ingredients (e.g., wheat
starch), fermentation, hydrolysis, or
enzymatic processing methods that
chemically break down gluten peptides
may not completely remove the
immunotoxic potential of these
peptides. Small gluten peptides
resulting from these processes and
remaining in the finished food could
still contain sequences of amino acids
which potentially cause adverse
reactions in people with celiac disease.
We invite comments, including
scientific data, on any studies that have
been conducted to demonstrate whether
any fermentation or hydrolytic
processes sufficiently break down
gluten into peptides that are harmless to
persons with celiac disease.

The principal limitation of the
sandwich ELISA-based methods is that
they need at least two epitopes
recognized by the antibodies used in the
assay to be present in the same
continuous amino acid strand. However,
in fermented or hydrolyzed foods,
gluten proteins are typically fragmented
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into peptides. Although these peptides
may remain immunologically active and
be of potential concern to people with
celiac disease, the antibodies used in
the ELISA-based methods may be
unable to recognize the peptides. This
affects how one might detect and
quantify gluten, such that the quantity
of gluten reported may be incorrect (Ref.
6). Thus, sandwich ELISA-based
methods are not appropriate analytical
methods for detecting and quantifying
gluten content in fermented or
hydrolyzed products.

Competitive ELISA-based methods
that recognize a single epitope have
been developed and may overcome the
detection problems encountered with
the sandwich ELISA-based assays in
hydrolyzed or fermented food. Although
some studies have validated the
reproducibility of competitive ELISA-
based test methods (Ref. 7), there is
uncertainty about whether these
methods can quantify the amount of
protein from which those fragments
were generated by hydrolysis (Ref. 2).
This uncertainty creates problems in
equating these test results to an
equivalent amount of intact gluten in
the fermented or hydrolyzed product.
Further, without an appropriate
reference standard to gauge the
response, one cannot interpret the
results on a quantitative basis that
equates the response to a specific
amount of intact gluten. As of November
18, 2015, we are not aware of any
methods for which there is an
appropriate reference standard to gauge
the response for detection and
quantification, with precision, of the
gluten content in terms of intact gluten
in fermented and hydrolyzed foods.

In addition to ELISA-based methods,
mass spectrometry (MS) holds
significant potential for analysis of
hydrolyzed gluten because of its unique
capabilities for protein and peptide
analysis. In general, MS can provide
accurate measurement of peptide
molecular weights and identification of
peptide primary amino acid sequences.
Qualitative methods can be used to
determine the identity of the peptides,
with quantitative methods able to
determine peptide concentrations. As
applied to hydrolyzed gluten analysis,
MS analysis may be able to identify and
quantify the gluten protein fragment
peptides that result from food
processing. Therefore, for hydrolyzed
food, MS could identify gluten and
measure gluten fragment concentrations
with high sensitivity and molecular
specificity. However, without an
appropriate hydrolyzed gluten reference
standard that would enable
interpretation of the test results in terms

of intact gluten, as well as the ability to
analyze for all potential peptides, MS
analysis would not be able to provide a
quantitative measure of intact gluten.
Therefore, methods are needed that can
not only detect gluten protein
hydrolysis fragments, but also quantify
the source gluten proteins. We invite
comment on any additional research
into methods that can be used to
quantify the gluten protein content in
fermented or hydrolyzed foods in terms
of intact gluten, including the use of
ELISA-based methods and MS testing,
as well as any data and information on
appropriate reference standards for such
test methods.

D. Is it feasible, and under what
circumstances, can foods be processed
to remove gluten?

In some cases, it is possible to remove
or separate the gluten protein portion of
an ingredient derived from a gluten-
containing grain. For example, in
processing food starch from various
grain sources including wheat, the
starch is extracted and refined from the
grains by wet grinding, washing, and
sieving to separate the protein
components from the starch. This starch
material can be dried or used in further
processing. However, some gluten may
remain in these ingredients even after
they have been processed to remove
gluten. Variations in the processing
could result in different trace amounts
of gluten remaining in the starch.
Therefore, § 101.91(a)(3)(1)(A)(3)
provides that the use of such ingredients
must not result in the presence of 20
ppm or more gluten in the finished food
(i.e., 20 mg or more gluten per kg of
food).

Our regulations do not allow for
processing a food (as opposed to the
food’s ingredients) to remove gluten.
Section 101.91(a)(3)(i)(A)(1) requires
that the food bearing the claim in its
labeling not contain an ingredient that
is a gluten-containing grain (e.g., spelt
wheat). The intent behind
§101.91(a)(3)(i)(A)(1) was to ensure that
the food, as consumed, contains as little
gluten as possible. This approach is
consistent with other international
standards (see Codex Standard 118—
1979, section 2.1.1 (Ref. 8)).

Nevertheless, we have heard
arguments that we should allow the use
of a “gluten-free”” label on foods where
the food, rather than the food’s
ingredients, has been processed to
remove gluten. We have not received
sufficient information regarding any
specific processes to remove gluten to
determine whether any processes
identified would impact our rationale.
Thus, we invite comment and data on

the feasibility and circumstances under
which a food can be processed to
remove gluten and the methods by
which the absence of gluten can be
determined.

E. Can beer be labeled “gluten-free’’?

Some comments submitted in
response to the 2007 proposed rule and
the 2011 notice wanted us to allow
beers subject to FDA labeling
regulations to be labeled “gluten-free” if
the beers contained less than 20 ppm
gluten, regardless of whether the beer
was made from a gluten-containing
grain. Other comments favored
prohibiting the use of a “gluten-free”
claim on the label of beers made from
gluten-containing ingredients but whose
manufacturers claim were later
“reduced” in gluten by the processing
methods.

The comments favoring the use of
“gluten-free” labeling on beers made
from gluten-containing grains argued
that the beers can be processed to
remove gluten. As with other foods,
beers that have been made using a
gluten-containing grain do not meet the
gluten-free definition. Thus, beers made
from gluten-containing grains cannot
bear a “gluten-free”” claim. However, as
with other foods, if the gluten-
containing grain has been processed to
remove gluten in accordance with the
provisions in the “gluten-free”
definition prior to making beer, the beer
may be eligible to make the claim under
the provisions of this proposed rule.
Regarding the commenters’ assertion
that beers made from gluten containing
grains can be processed to remove
gluten, we are not aware of any
scientifically valid way to evaluate such
a claim, and there is inadequate
evidence concerning the effectiveness of
the commenters’ gluten removal
process.

Gluten can be at least partially broken
down by several processes, including
fermentation. However, as we explained
in section I.C.1., the presence or absence
of gluten broken down in this way
cannot be reliably detected with
sandwich ELISA-based methods. We are
interested in learning more about the
efficacy of competitive ELISA-based
methods (e.g., the R5 or G12 competitive
ELISA-based methods), given the beer
industry’s practice of adding enzymes to
the beer to prevent the problem of
cloudiness or ““haze,” which can occur
as a result of residual protein substances
extracted from grain during the brewing
and fermentation process. The enzyme
hydrolyzes or breaks down gluten
proteins at proline residues. As a result,
adding these haze control enzymes may
generate peptides that are not detectable



Federal Register/Vol. 80, No. 222/ Wednesday, November 18, 2015/Proposed Rules

71995

using the commercially available
competitive ELISA-based methods that
rely on the presence of proline in the
epitopes (Refs. 9 and 10). However, it is
uncertain that cleavage at proline
residues totally eliminates the concern
for people with celiac disease because
there may be immunopathogenic
protein fragments still present.

FDA recently completed a study on
the effectiveness of proline
endopeptidase (PEP), an enzyme that
the beer industry uses to remove
cloudiness in beer, using sorghum beer
spiked with gluten as a model system.
The study examined the hydrolysis of
gluten and some of the protein
fragments reported to affect people with
celiac disease. The results indicated that
fermentation of beer resulted in a
gradual reduction in detectable gluten
concentration, and addition of PEP
increased the reduction in the
detectable gluten concentration.
However, differences in peptide profiles
between the beer and the calibration
standards may lead to inaccurate
quantitation of gluten in the final
product (Ref. 11). Due to the lack of
clinical data and a comprehensive
understanding of celiac disease, it is not
known if immunopathogenic
compounds remain after the use of the
enzyme. Hydrolyzed gluten may contain
protein fragments that can trigger
reactions in people with celiac disease
which are not recognized by the ELISA
methods used or identified by the MS
analysis. For example, Western Blot
testing showed that high molecular
weight glutenins were less susceptible
than the low molecular weight fraction
of gluten to the action of PEP during the
fermentation of beer. Additional data on
the effect of PEP, and possibly clinical
evidence, are needed before conclusions
can be drawn regarding the effectiveness
of PEP in breaking down gluten in a
manner that renders the beer, or other
foods containing gluten, safe for
consumption by people with celiac
disease.

We are interested in receiving
comment, including scientific research
regarding whether beer derived from
gluten-containing grains that may still
contain protein fragments from gluten
can be shown by scientifically valid
analytic methods to equate to intact
gluten on a quantitative basis. We are
also interested in scientific research
regarding how we can use such test
methods to determine that beer derived
from gluten-containing grains contains
the equivalent of less than 20 ppm
intact gluten proteins, including any
data and information regarding
quantification of gluten fragments and
determining appropriate calibration or

reference standards. We also invite
comment, including data and any
information, on scientific research and
methods to determine if a specific
enzymatic treatment (or other
treatments, if known) of beer derived
from gluten-containing grains can
modify proteins or protein fragments
such that they are present at levels
equivalent to less than 20 ppm intact
gluten protein.

We note that the labeling of beer is
subject to oversight by two separate
Federal Agencies. As we explained in
the preamble to the final rule (78 FR
47154 at 47165), the Treasury
Department’s Alcohol and Tobacco Tax
and Trade Bureau (TTB) is responsible
for the issuance and enforcement of
regulations with respect to the labeling
of beers that are malt beverages under
the Federal Alcohol Administration Act
(FAA Act). Certain other beers do not
meet the definition of a malt beverage
under the FAA Act (27 U.S.C. 211(a)(7));
those beers are subject to FDA’s labeling
requirements. We are working with TTB
on the issues associated with “gluten-
free”” labeling of beer to promote
consistency in our approach, while
taking into consideration the differences
in the statutes administered by FDA and
TTB, respectively.

As we noted in the preamble to the
final rule (78 FR 47154 at 47166) beer
manufacturers whose beers are subject
to FDA’s labeling requirements that
make beer from a gluten-containing
grain or from non-gluten-containing
grains are not precluded from using
other statements on the label, such as a
gluten statement consistent with the
TTB Policy on Gluten Content
Statements in the Labeling and
Advertising of Wine, Distilled Spirits,
and Malt Beverages, about processing of
beers to reduce gluten. However, such
statements must be truthful and not
misleading. Beers bearing statements
related to the gluten processing or
content other than “gluten free” are still
subject to sections 403(a)(1) and 201(n)
of the FD&C Act.

F. Can a distilled food be labeled
“gluten-free”’?

The preamble to the final rule (78 FR
47154 at 47174) noted that we had
received comments expressing concern
that distilled vinegar, as a food product
or ingredient, could contain gluten and
wanted us to not allow distilled vinegar
to be labeled as “gluten-free.” We
indicated that we would consider the
comments received on distilled foods,
including distilled vinegar, in this
proposed rule.

The process of distillation involves
heating a liquid such that components

with lower boiling points are vaporized
and recovered separate from
components with higher boiling points.
The remaining compounds, whose
boiling points were too high to undergo
vaporization, are left behind (Ref. 12).
We are aware of two commonly used
distilled foods subject to FDA labeling
regulations; distilled vinegar and
distilled water. Of these, distilled water
is inherently gluten-free.

There are several different types of
vinegars, and not all of them are
distilled, as discussed in the Food and
Drug Administration, Compliance
Policy Guide Sec. 525.825, “Vinegar
Definitions—Adulteration With Vinegar
Eels” (Ref. 13). Some examples of these
include cider vinegar (also known as
apple vinegar or simply “vinegar”),
wine vinegar (also known as grape
vinegar), malt vinegar, sugar vinegar,
and glucose vinegar. All vinegars are
made by alcoholic and subsequent
acetous fermentation, but can be derived
from different substances. Cider vinegar
is made from the juice of apples;
whereas, wine vinegar is made from the
juice of grapes. In addition, some
vinegars may be made from gluten-
containing grains, such as malt vinegar,
which is the product made by the
alcoholic and subsequent acetous
fermentation, without distillation, of an
infusion of barley malt or cereals whose
starch has been converted by malt.

Distilled vinegar is commonly made
from ethanol derived from corn or sugar
cane, but, to a lesser extent, other raw
materials can be used to derive the
ethanol used to make distilled vinegar.
Distilled vinegar (also known as spirit
vinegar or grain vinegar) is made by the
acetous fermentation of dilute distilled
alcohol. The alcohol derived from the
initial alcohol fermentation undergoes
distillation followed by acetous
fermentation. Because distillation is a
purification process, separating volatile
components like alcohol and flavors
from non-volatile materials like proteins
and sugars, it is unlikely that gluten (or
any other protein or protein fragments)
is present in distilled vinegar if the
distillation process is conducted
following good manufacturing practices
specific to distillation. Although we are
not aware of any analytical methods that
can be used to reliably detect and
accurately quantify the presence of
gluten in distilled vinegar, we are aware
of analytical methods that could be used
to detect the presence of protein and
protein fragments as a means for
manufacturers to ensure the absence of
protein (and thus gluten). We discuss
how the proposed rule addresses these
methods in section II.D.
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Vinegars that are made from gluten-
containing grains but are not further
processed by distillation may not bear
the gluten-free claim under § 101.91(b).
For example, some malt vinegars are the
product of fermentation, without
distillation, of an infusion of barley malt
or cereals whose starch has been
converted to malt (Ref. 14). Because
these types of malt vinegar are derived
from gluten-containing grains that have
not been distilled or otherwise
processed to remove gluten, they may
not be used as ingredients in a food
bearing a “gluten-free” claim or bear
such a claim themselves as provided in
§101.91(a)(3)(1)(A)(2). Distilled vinegars
that are made from gluten-containing
grains are first subjected to an alcohol
fermentation process followed by
distillation and finally an acetous
fermentation process of the distilled,
diluted alcohol. Distillation in this case
is considered as the “process to remove
gluten” from the ingredient alcohol,
which has been derived from the
fermentation of the sugars in the grains,
and which is then further fermented to
produce vinegar. Distilled vinegars that
meet the definition of gluten-free may
bear the “gluten-free” claim under
§101.91(b). Thus, when a food or
ingredient bearing the “gluten-free”
claim is distilled, we will evaluate
compliance by verifying the absence of
protein in the food or ingredient using
a scientifically valid method that can
reliably detect the presence or absence
of protein or protein fragments in the
food. When choosing a method that will
verify the absence of protein, among the
factors that need to be considered is the
sensitivity of the test method for this
purpose, such as a limit of detection as
close to zero as possible.

G. How do I evaluate gluten cross-
contact?

As we noted in the preamble to the
final rule, “[iln the context of this rule,
[gluten] cross-contact occurs when a
food without gluten comes in contact
with a gluten-containing food or
ingredient, resulting in the presence of
gluten in the food not intended to
contain gluten” (78 FR 47154 at 47173).
We recognize that the supply chain for
raw materials, ingredients, and
intermediate products used in the food
industry can be complex and involve
many suppliers outside the
manufacturer’s immediate control.
Thus, for raw materials, ingredients, and
intermediate products, the potential for
cross-contact with gluten-containing
sources may exist.

For example, official regulatory
standards, notably the U.S. Department
of Agriculture’s Grain Inspection,

Packers and Stockyards
Administration’s (GIPSA’s) Federal
Grain Inspection Service (FGIS), allow
for the adventitious presence of other
grains. The FGIS is intended to provide
farmers, grain handlers, processors,
exporters, and international buyers with
information that accurately and
consistently describes the quality and
quantity of grain being bought and sold
(Ref. 15). However, the GIPSA
definitions for soybeans, canola,
flaxseed, sunflower seeds, corn, and
oats, by virtue of their allowance of
“other grains,” do not prohibit the
presence of gluten-containing grains.
The “other grains” for which
standards exist under the United States
Grain Standards Act (Pub. L. 64—90)
include barley, rye, triticale, and wheat
(see 7 CFR 810.201 (definition of
barley), 810.1201 (definition of rye),
810.2001 (definition of triticale), and
810.2201 (definition of wheat)), and
these are gluten-containing grains.
Therefore, records demonstrating
assurance for raw materials such as
grains, legumes, and seeds may include
certificates of analysis or test results
drawn from more frequent sampling or
more lots of these source materials.
Conversely, there are certain
fermented or hydrolyzed foods, such as
those fermented or hydrolyzed from
vegetable, meat, and dairy ingredients,
that have a low probability of cross
contact with gluten-containing grains
because the source ingredients for these
foods are inherently free of gluten and
are less likely to come into contact with
gluten-containing grains before being
processed. Examples of such foods
include cheese, yogurt, some vinegars,
sauerkraut, pickles, green olives, meats,
and wine. Through the use of
manufacturing practices that can
prevent gluten cross-contact situations,
these fermented or hydrolyzed foods
made from source ingredients that are
inherently free of gluten may present
less potential for the presence of gluten.
Given the variety of fermented or
hydrolyzed foods and different
manufacturing processes for foods
fermented or hydrolyzed by the
manufacturer and bearing the “gluten-
free”” claim, we believe that decisions as
to how to adequately evaluate any
potential for gluten cross-contact during
the manufacturing process are best left
to manufacturers and their
manufacturing operations. Likewise, the
manufacturer must determine what
measures they should take to prevent
the introduction of gluten into the food
during the manufacturing process.
Manufacturers must keep records
adequately evaluating the potential for
gluten cross-contact and documenting

the measures used to prevent the
introduction of gluten into the food
during the manufacturing process.

We invite comment on the potential
for source ingredients used in
fermentation (i.e., milk in yogurt) to
come in contact with gluten-containing
grains, and on manufacturing practices
that can prevent risk of gluten cross
contact.

H. Can a fermented or hydrolyzed food
be concentrated or dried?

As we explained in the preamble to
the final rule (78 FR 47154 at 47159), 20
ppm gluten is a concentration level
rather than an absolute quantity of
gluten in a food. If a food’s ingredients
are all below 20 ppm gluten, the food
containing those ingredients will have a
gluten concentration less than 20 ppm.

When water or other liquid is
removed from a food, for example a
soup or sauce, or the product is dried,
the relative concentration of the
material dissolved or suspended in the
product increases as the water or
dissolving material is removed. In the
case of gluten in a product, we are
aware that the relative concentration of
gluten could increase if water or other
liquid is removed. Given the limitations
of gluten testing and the variety of
processes involved in concentration or
drying of fermented or hydrolyzed
ingredients, there could be uncertainty
in the determination of the amount of
gluten contained in these materials. For
this reason, and because methods that
can reliably detect the presence of 20
ppm intact gluten in fermented or
hydrolyzed foods are not currently
available, we are considering several
regulatory options regarding records for
fermented or hydrolyzed foods or
ingredients that are concentrated or
dried.

One option would be to require the
manufacturer of a food bearing the
“gluten-free” claim to document that
the food or ingredient is not
concentrated or dried after fermentation
or hydrolysis. This would preclude
fermented or hydrolyzed foods or
ingredients that are concentrated or
dried from being in foods bearing the
“gluten-free” claim and reduce the
number of such foods labeled as
“gluten-free” in the marketplace.

Another option would require the
manufacturer of a food bearing the
“gluten-free”” claim to make and keep
records documenting that the
concentrated or dried fermented or
hydrolyzed ingredients used in a food
bearing the “gluten-free”” claim comply
with §101.91(a)(3). This, in turn, could
cause manufacturers to request records
from the ingredient supplier indicating
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the gluten content of the materials used
in the ingredient prior to fermentation
or hydrolysis, and specific information
as to how the final gluten concentration
of the ingredient is determined after
concentration or drying.

We invite comment on these two
possible options, how the options could
be modified, whether another option
exists, or whether it is necessary to
address concentrated or dried
ingredients in this regulation. We also
invite comment on the potential for
fermented or hydrolyzed foods made
from ingredients that are concentrated
or dried to contain less than 20 ppm
gluten in their concentrated or dried
form, how this gluten content could be
verified and the potential costs
associated with a new option.

II. What does the proposed rule say?

Currently, § 101.91(c) states that when
compliance with § 101.91(b) (which
pertains to requirements for “gluten-
free” labeling) is based on an analysis of
the food, we will use a scientifically
valid method that can reliably detect the
presence of 20 ppm gluten in a variety
of food matrices.

The proposed rule would amend
§101.91(c) to provide alternative means
for us to verify compliance for
fermented or hydrolyzed foods for
which appropriate scientifically valid
methods that can reliably detect and
quantify the presence of 20 ppm intact
gluten are not currently available. If the
food or the ingredients used in a food
fermented or hydrolyzed by the
manufacturer contained less than 20
ppm of intact gluten before fermentation
or hydrolysis, then the resulting
fermented or hydrolyzed food also
would contain less than 20 ppm intact
gluten as long as gluten was not
introduced during the fermentation or
hydrolysis process. For these reasons,
the proposed rule would require that the
manufacturer of fermented or
hydrolyzed foods bearing the “gluten-
free” claim make and keep records
regarding the food demonstrating
adequate assurances that the food is
“gluten-free” in compliance with
§101.91(a)(3) before fermentation or
hydrolysis and that gluten has not been
introduced during the manufacturing
process. Likewise, for foods containing
one or more fermented or hydrolyzed
ingredients and bearing the “gluten-
free” claim, the manufacturer would be
required to make and keep records
demonstrating with adequate assurance
that the fermented or hydrolyzed
ingredients are “gluten-free”” in
compliance with §101.91(a)(3).

We would expect that, in some cases,
this adequate assurance would include

test results or a certificate of analysis for
the food or ingredients before
fermentation or hydrolysis. Other
verification procedures may be
appropriate in some circumstances. We
expect that the accuracy and reliability
of any certificate of analysis would be
verified based on initial qualification
and periodic requalification of the
supplier through testing of the
ingredient with sufficient frequency to
ensure the material contains less than
20 ppm gluten. Likewise we expect that
the ingredients used would be tested
with sufficient frequency to ensure the
material contains less than 20 ppm
gluten.

The content of the records
demonstrating adequate assurance that
source materials are in compliance with
§101.91(a)(3) before fermentation or
hydrolysis may depend on the potential
for gluten cross-contact. For example, as
discussed in section I.G., a manufacturer
of a grain product, such as corn
breakfast cereal, may keep different
records than a manufacturer of a fruit-
flavored yogurt product.

Specifically, the proposed rule would
renumber §101.91(c) as §101.91(c)(1)
and would create new paragraphs (c)(2),
(c)(3), and (c)(4) to explain that, when
an appropriate method to verify
compliance with the gluten-free
regulation is not available because the
food is fermented or hydrolyzed or
contains one or more ingredients that
are fermented or hydrolyzed, the
manufacturer of the food bearing the
“gluten-free” claim must make and keep
certain records. Proposed § 101.91(c)(5)
would describe how FDA would
evaluate compliance for distilled foods.

A. For foods fermented or hydrolyzed by
the manufacturer, what records must be
kept? What must the records
demonstrate? (Proposed § 101.91(c)(2))

Due to the unavoidable presence of
gluten that may occur through gluten
cross-contact in food ingredients or
during manufacturing, the proposed
rule would require that the
manufacturer of foods fermented or
hydrolyzed by the manufacturer and
bearing the “gluten-free” claim make
and keep records. The records are to
provide adequate assurance that the
food or its ingredients are “‘gluten-free”
in compliance with § 101.91(a)(3) before
fermentation or hydrolysis and that
gluten is not introduced during the
manufacturing process. If the food or its
ingredients comply with § 101.91(a)(3)
before fermentation or hydrolysis, and
gluten is not introduced during the
manufacturing process, the resulting
fermented or hydrolyzed food should
meet the definition of “gluten-free.”

1. What records must be kept regarding
food before fermentation or hydrolysis?
(Proposed §101.91(c)(2)(i))

The records described in proposed
§101.91(c)(2)(i) must provide adequate
assurance that the food or its ingredients
comply with § 101.91(a)(3) before
fermentation or hydrolysis. Thus, the
records must provide adequate
assurance that the ingredients are not
gluten-containing grains (e.g., spelt
wheat), and are not derived from a
gluten-containing grain that has not
been processed to remove gluten (e.g.,
wheat flour) or not derived from a
gluten-containing grain that has been
processed to remove gluten (e.g., wheat
starch), if the use of that ingredient
results in the presence of 20 ppm or
more gluten in the food. Further, the
records must provide adequate
assurance that any unavoidable
presence of gluten in the food is below
20 ppm gluten.

The assurances could include records
of test results conducted by the
manufacturer or an ingredient supplier,
CoAs, or other appropriate verification
documentation for the food itself or
each of the ingredients used in the food.
We would expect manufacturers of
fermented or hydrolyzed foods that bear
the “gluten-free” claim, as part of their
routine operations, to test their food or
ingredients with sufficient frequency to
ensure that the gluten level in the food
or in each ingredient is below 20 ppm
before fermentation or hydrolysis. This
testing could include a single record
from testing the food before
fermentation or hydrolysis (i.e. testing
milk before fermentation into yogurt), or
could include separate test result
records regarding each ingredient,
depending on the type of food being
produced.

Alternatively, as we noted in the
preamble to the final rule (78 FR 47154
at 47167), manufacturers, as part of
routine operations, may rely on records,
such as CoAs, from their suppliers to
determine that each ingredient is below
20 ppm gluten. A CoA is a document
indicating specified test results
performed on product(s) by a qualified
laboratory that has certified these test
results. A CoA should be based on
initial qualification and periodic
requalification of the supplier with
sufficient frequency through review of
the supplier’s documentation and
practices.

Similarly, other appropriate
verification documentation could
provide adequate assurance that a
manufacturer has adequately ensured
the food or ingredients comply with
§101.91(a)(3). We tentatively conclude
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that it is appropriate to allow a
manufacturer to use any means of
verification that it can develop, as long
as the manufacturer can document that
such verification provides adequate
assurance that the ingredients comply
with §101.91(a)(3). We anticipate that
most manufacturers will receive at least
some ingredients from outside
suppliers. For ingredients that they
receive from outside suppliers,
manufacturers may document a visit to
a supplier’s facility, review a supplier’s
records, and review written
documentation from a supplier to verify
the compliance of the ingredients they
receive. We invite comment on other
ingredient verification methods that
may be appropriate.

The proposed rule would not specify
the types of records to be kept, so the
manufacturer could, for example, create
the records itself regarding the
ingredients that it uses or, if it obtains
ingredients from a supplier, maintain
records or CoAs it obtains from a
supplier. The types of records may also
vary based on the type of food or
ingredients used. For example, a
manufacturer of fermented or
hydrolyzed foods from non-gluten-
containing grains, legumes, or seeds that
are susceptible to cross-contact with
gluten-containing grains bearing the
“gluten-free” claim may be more likely
to choose to obtain a CoA from the
ingredient suppliers or test the
ingredients before fermentation and
maintain records of the test results. A
manufacturer of products bearing the
“gluten-free”” claim made from
inherently gluten-free ingredients, such
as milk, or fruit, that have a low
probability of cross-contact with gluten-
containing grains, may be more likely to
use other appropriate verification
documentation.

2. What records must be kept to address
gluten cross-contact? (Proposed
§101.91(c)(2)(ii) and (iii))

As we discussed in the preamble to
the final rule (78 FR 47154 at 47173), we
expect foods bearing the “gluten-free”
claim to be manufactured using
whatever controls are necessary to
prevent cross-contact with all gluten
sources and to ensure that any amount
of gluten that may be present in the food
from gluten cross-contact is as low as
possible and that the food has less than
20 ppm gluten.

To help address potential gluten
cross-contact during the manufacturing
process, proposed § 101.91(c)(2)(ii) and
(iii) would require that a manufacturer
wishing to use a “gluten-free”” claim on
a product that they ferment or hydrolyze

make and keep records that provide
adequate assurance that:

e The manufacturer has adequately
evaluated their processing for any
potential for gluten cross-contact during
the manufacturing process; and

e where the potential for gluten cross-
contact has been identified, the
manufacturer has implemented
measures to prevent the introduction of
gluten into the food during the
manufacturing process.

We expect manufacturers of foods
bearing the “gluten-free” claim to take
proper precautions to reduce the
potential for gluten cross-contact of
food, food ingredients, or food-contact
surfaces. This may include careful
examination of all phases of their
operations, including, for example,
transportation and storage of ingredients
and finished products and the use of
additional manufacturing controls that
can prevent gluten cross-contact
situations. For example, manufacturers
may use physical barriers (such as
walls, curtains, or distance) or air
handling as a means of isolating the
production line and by cleaning and
sanitizing equipment between
production runs.

In order to provide adequate
assurance that they have evaluated their
processing for the potential for gluten
cross-contact, we expect manufacturers
to document their determination
regarding the potential for gluten cross-
contact as well as the reasoning and/or
support for their determination. In order
to provide adequate assurance that they
have implemented measures to prevent
the introduction of gluten during the
manufacturing process, we expect
manufacturers to document the
measures they are using as well as how
they determined what measures to use
and how those measures prevent gluten
cross-contact. Again, the types of
records that would provide adequate
assurance for ingredients with a high
likelihood of gluten cross-contact, such
as grains and legumes, may vary from
those expected for ingredients with a
lower likelihood of gluten cross-contact,
such as dairy.

B. For foods that contain one or more
fermented or hydrolyzed ingredients,
what records must be kept? What must
the records demonstrate? (Proposed

§101.91(c)(3))

When a scientifically valid method is
not available that equates the test results
in terms of intact gluten because the
food contains one or more ingredients
that are fermented or hydrolyzed,
proposed § 101.91(c)(3) would require
the manufacturer of such foods bearing
the claim to make and keep records

providing adequate assurance that that
the fermented or hydrolyzed ingredients
are “gluten-free.” When the entire food
is not hydrolyzed or fermented, the
analytical methods discussed in the
current ‘‘gluten-free” regulation at
§101.91(c) would be able to detect
intact gluten that had been introduced
through the manufacturing process or
through ingredients that were not
hydrolyzed or fermented. Therefore, we
are only proposing to require records
regarding the specific ingredients that
have been fermented or hydrolyzed.

For an ingredient that was fermented
or hydrolyzed by a supplier, one way for
the manufacturer of a food bearing the
“gluten-free”” claim to provide adequate
assurance that the ingredient is “gluten-
free”” would be to obtain records from
that supplier supporting that the
ingredient meets the definition of
“gluten-free,” including that the
ingredient was manufactured or
processed to avoid gluten cross-contact
and to contain less than 20 ppm gluten.
Adequate assurance regarding the
ingredients fermented or hydrolyzed by
an ingredient supplier can include
documentation regarding the supplier’s
manufacturing procedures, records of
test results from tests conducted by the
ingredient supplier on the components
of the ingredient before fermentation or
hydrolysis, CoAs, or other appropriate
documentation provided by the
ingredient supplier for the fermented or
hydrolyzed ingredient. As discussed
previously in section II.A.1, the types of
records that would provide adequate
assurance for ingredients with a high
likelihood of gluten cross-contact, such
as grains and legumes, may vary from
those expected for ingredients with a
lower likelihood of gluten cross-contact,
such as dairy.

Manufacturers may wish to verify the
accuracy and reliability of these records
by checking whether and how the
supplier of the ingredient documents
that the components used in the
fermented or hydrolyzed ingredient
each meet the definition of “‘gluten-
free,” including that the supplier
manufactured or processed the
ingredient to avoid gluten cross-contact
and contain less than 20 ppm gluten
before fermentation or hydrolysis. In
addition, manufacturers may wish to
verify records documenting the
supplier’s manufacturing or processing
with regard to concentration.

C. How must records be maintained and
made available? (Proposed

§101.91(c)(4))

Proposed §101.91(c)(4) would
establish the timeframe for keeping
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records and making them available to
FDA. In brief, the proposed rule would:

¢ Require the records be retained for
2 years after introduction or delivery for
introduction of the food into interstate
commerce;

¢ allow records to be kept as original
records, true copies, or as electronic
records; and

e state that the records must be
available to FDA for examination and
copying during an inspection upon our
request.

Proposed §101.91(c)(4) would
establish a minimum 2-year
recordkeeping period because we
consider 2 years to be a reasonable
period of time for most foods to be
available for purchase in the
marketplace. Such a time period is
consistent with other FDA regulations,
but we invite comment on whether we
should use a different recordkeeping
period. In addition, the records may be
kept in any format, paper or electronic,
provided they contain all the necessary
information. Paper records can include
true copies such as photocopies,
pictures, scanned copies, microfilm,
microfiche, or other accurate
reproductions of the original records.
All electronic records maintained under
§101.91 would need to comply with
part 11 (21 CFR part 11). The use of
electronic records is voluntary and thus,
a paper record system could be used to
comply with the proposed
recordkeeping requirements. The
proposed requirements for electronic
records extend to electronic signatures.
We issued final guidance for industry
on this topic. The guidance, entitled
“Part 11, Electronic Records; Electronic
Signatures Scope and Application,” sets
out our enforcement policies with
respect to certain aspects of part 11. The
guidance is available at http://
www.fda.gov/RegulatoryInformation/
Guidances/ucm125067.htm. This
guidance would apply to any electronic
record, including electronic signatures,
established or maintained to meet a
proposed requirement in this rule, if
finalized as proposed. This would give
manufacturers the maximum flexibility
to use whatever recordkeeping system
they find most appropriate. We request
comment on the proposed requirements
for the types of records that must be
made and kept and the length of time
that the records must be kept.

The proposal also would state that the
records must be made available to us for
examination or copying during an
inspection upon request; this is
consistent with our other recordkeeping
regulations (see, e.g., 21 CFR 111.605
and 111.610). The records would need
to be reasonably accessible to FDA

during an inspection at each
manufacturing facility (even if not
stored onsite) to determine whether the
food has been manufactured and labeled
in compliance with § 101.91. Records
that can be immediately retrieved from
another location by electronic means are
considered reasonably accessible. We
anticipate that manufacturers may have
questions about the confidentiality of
the information inspected by us under
this proposal. We would protect
confidential information from
disclosure, consistent with applicable
statutes and regulations, including 5
U.S.C. 552(b)(4), 18 U.S.C. 1905, and 21
CFR part 20.

D. What are the requirements for
distilled products? (Proposed
§101.91(c)(5))

If good manufacturing practices are
followed, the process of distillation
itself removes all protein. Scientifically
valid methods to measure the protein
content should find no detectable
protein present and thus no gluten in
distilled ingredients or distilled foods.
The detection of any protein indicates
poor manufacturing practices or
controls and could point to the potential
presence of gluten in the distilled
ingredient or product. Likewise, the
absence of protein or protein fragments
in the distilled product should mean
that the product’s gluten level is below
20 ppm.

Consequently, proposed § 101.91(c)(5)
would provide that, when a food or
ingredient bearing the “gluten-free”
claim is distilled, we will evaluate
compliance by verifying the absence of
protein in the food or ingredient using
a scientifically valid method that can
reliably detect the presence or absence
of protein or protein fragments in the
food. When choosing a method that will
verify the absence of protein, among the
factors that need to be considered is the
sensitivity of the test method for this
purpose, such as a limit of detection as
close to zero as possible.

The detection of any protein or
protein fragments in the food or
ingredient may indicate poor
manufacturing controls and indicate the
presence of gluten in the distilled
ingredient or product. We invite
comment, especially including data,
concerning the effectiveness of good
manufacturing practices on distillation.
We also invite comment, especially
including data, concerning the
effectiveness of other processes that can
be used to remove gluten from food
ingredients or food products. We also
invite comment on measures food
manufacturers of distilled products or
products containing distilled

ingredients can take to ensure that the
distilled product or distilled ingredients
do not contain protein or protein
fragments.

E. What are the conforming changes?
(Proposed § 101.91(b)(1) and (2))

The proposed rule would make two
conforming changes to § 101.91(b)(1)
and (2). In brief, § 101.91(b)(1) states
that a food that bears the claim ‘“‘gluten-
free” in its labeling and fails to meet
§101.91(a)(3) (the definition for the
term “‘gluten-free”’) will be deemed
misbranded. Section 101.91(b)(2) creates
a similar requirement if the food bears
the claim “no gluten,” “free of gluten,”
or “without gluten” and fails to meet
§101.91(a)(3). Because proposed
§101.91(c)(2) through (4) would
establish requirements by which we
would determine whether fermented
foods, hydrolyzed foods, or foods
containing a fermented or hydrolyzed
ingredient are “gluten-free” within
§101.91, the proposed rule would
amend §101.91(b)(1) and (2) to add, “if
applicable, paragraphs (c)(2) through (4)
of this section” to the requirements that
must be met if the food is not to be
deemed misbranded.

F. Effective and Compliance Dates

We are proposing that the compliance
date for any final rule resulting from
this rulemaking be 1 year from the date
of its publication. We recognize that we
usually establish a uniform compliance
date for food labeling changes that occur
between specific dates. For example,
January 1, 2016, is the next uniform
compliance date for food labeling
changes for food labeling regulations
issued between January 1, 2013, and
December 31, 2014 (77 FR 70885,
November 28, 2012). In this case,
however, we believe there is sufficient
justification for establishing the
compliance date of 1 year after the date
of publication of a final rule, rather than
use the next uniform compliance date
for other food labeling changes that we
periodically establish for such changes.

We believe that 12 months from the
date of publication of the final rule for
gluten-free labeling of fermented or
hydrolyzed foods is sufficient time for
manufacturers of fermented or
hydrolyzed foods to review their
products to ensure that these foods
comply with that final rule or to remove
“gluten-free” or similar claims from the
label if their foods do not comply. This
period of 12 months is consistent with
what we have used in the past for
compliance with the requirements of
voluntary food labeling claims. We
believe that waiting until FDA’s next
uniform compliance date would create
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an unnecessary delay in the
enforcement of a final rule because
fermented or hydrolyzed foods bearing
the voluntary label claim “gluten-free”
that do not comply with FDA’s
requirements for use of the term
“gluten-free” could have an adverse
public health impact on persons with
celiac disease who may be consuming
those foods.

Therefore, we propose to establish the
compliance date to enforce the
provisions of a final rule for the gluten-
free labeling of fermented or hydrolyzed
foods as 1 year after the date of
publication of the final rule in the
Federal Register. By that time,
manufacturers of fermented or
hydrolyzed foods labeled with the
“gluten-free” claim would have to
comply with the final rule. We also
propose an effective date of 30 days
after publication in the Federal
Register.

III. What is our legal authority for this
proposed rule?

Section 206 of FALCPA directs the
Secretary of Health and Human
Services, in consultation with
appropriate experts and stakeholders, to
issue a proposed rule to define, and
permit use of, the term “gluten-free” on
the labeling of foods. Section 403(a)(1)
of the FD&C Act states that, “A food
shall be deemed to be misbranded if its
labeling is false or misleading in any
particular.” In determining whether
food labeling is misleading, section
201(n) of the FD&C Act explicitly
provides for consideration of the extent
to which the labeling fails to reveal facts
“material with respect to the
consequences which may result from
the use of the [food] to which the
labeling * * * relates under * * * such
conditions of use as are customary or
usual.” Section 701(a) of the FD&C Act
vests the Secretary (and by delegation,
FDA) with authority to issue regulations
for the efficient enforcement of the
FD&C Act. Consistent with section 206
of FALCPA and sections 403(a)(1),
201(n), and 701(a) of the FD&C Act, we
are proposing requirements for the use
of the term “gluten-free” for hydrolyzed
and fermented foods.

The proposed rule would establish
requirements concerning records
necessary to ensure compliance with
our “gluten-free” labeling regulation for
fermented or hydrolyzed food or that
which contains a fermented or
hydrolyzed ingredient. For these foods,
there is no scientifically valid analytical
method available that can reliably detect
and accurately quantify the equivalent
of 20 ppm intact gluten in the food. In
enacting FALCPA, Congress recognized

the importance to individuals with
celiac disease of avoiding gluten
(section 202(6)(B) of FALCPA).
Therefore, defining the requirements for
using the term “‘gluten-free” in the
labeling of fermented or hydrolyzed
foods is needed to ensure that
individuals with celiac disease are not
misled and are provided with truthful
and accurate information with respect to
foods so labeled.

We are proposing requirements for
manufacturers to make and keep records
containing information that provides
adequate assurance that their food
complies with the definition of “gluten-
free,” including information that they
gather or produce about their
ingredients and the details of their
manufacturing practices. These
proposed record requirements would
help ensure that the use of the term
“gluten-free” is accurate, truthful, and
not misleading based on information
known to the manufacturer that FDA
would not otherwise be able to access
and to facilitate efficient and effective
action to enforce the requirements when
necessary. Our authority to establish
records requirements has been upheld
under other provisions of the FD&C Act
where we have found such records to be
necessary (National Confectioners
Assoc. v. Califano, 569 F.2d 690, 693—
94 (D.C. Cir. 1978)). The records we
propose to require are only for foods for
which an adequate analytical method is
not available. The records would allow
us to verify that the “gluten-free” claim
on foods that are hydrolyzed or
fermented or contain hydrolyzed or
fermented ingredients is truthful and
complies with the requirements of the
definition. Thus, the proposed records
requirements would help in the efficient
enforcement of the FD&C Act.

The authority granted to us under
sections 701(a), 403(a)(1), and 201(n) of
the FD&C Act not only includes
authority to establish records
requirements, but also includes access
to such records. Without such authority,
we would not know whether the use of
the term ““gluten-free” on the label or in
the labeling of these foods is truthful
and not misleading under sections
403(a)(1) and 201(n) of the FD&C Act.
The introduction or delivery for
introduction into interstate commerce of
a misbranded food is a prohibited act
under section 301(a) of the FD&C Act
(21 U.S.C. 331(a)). Thus, to determine
whether the food is misbranded and the
manufacturer has committed a
prohibited act, we must have access to
the manufacturer’s records that we are
requiring be made and kept under
sections 403(a)(1), 201(n), and 701(a) of
the FD&C Act. Failure to make and keep

records and provide the records to FDA,
as described in proposed § 101.91(c)(4),
would result in the food being
misbranded under sections 403(a)(1)
and 201(n) of the FD&C Act.

IV. What is the analysis of impacts—
Preliminary Regulatory Impact
Analysis

A. Overview

FDA has examined the impacts of this
proposed rule under Executive Order
12866, Executive Order 13563, the
Regulatory Flexibility Act (5 U.S.C.
601—-612), and the Unfunded Mandates
Reform Act of 1995 (Pub. L. 104—4).
Executive Orders 12866 and 13563
direct Agencies to assess all costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). FDA has
developed a preliminary regulatory
impact analysis (PRIA) that presents the
benefits and costs of this proposed rule
(Ref. 16). FDA believes that the
proposed rule will not be an
economically significant regulatory
action as defined by Executive Order
12866. FDA requests comments on the
PRIA.

The summary analysis of benefits and
costs included in this document is
drawn from the detailed PRIA (Ref. 16),
which is available to the public in the
docket for this proposed rule at http://
www.regulations.gov (enter Docket No.
FDA-2014-N-1021), and is also
available on FDA’s Web site at http://
www.fda.gov/AboutFDA/
ReportsManualsForms/Reports/
EconomicAnalyses/default.htm.

B. Regulatory Flexibility Act

The Regulatory Flexibility Act
requires Agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Because many small businesses
may need to implement a number of
new testing and recordkeeping
activities, FDA acknowledges that the
proposed rule, if finalized, will have a
significant economic impact on a
substantial number of small entities.

C. Small Business Regulatory
Enforcement Fairness Act of 1996

The Small Business Regulatory
Enforcement Fairness Act of 1996 (Pub.
L. 104-121) defines a major rule for the
purpose of congressional review as
having caused or being likely to cause
one or more of the following: An annual
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effect on the economy of $100 million
Or more; a major increase in costs or
prices; significant adverse effects on
competition, employment, productivity,
or innovation; or significant adverse
effects on the ability of U.S.-based
enterprises to compete with foreign-
based enterprises in domestic or export
markets. In accordance with the Small
Business Regulatory Enforcement
Fairness Act, OMB has determined that
this proposed rule, if finalized, is not a
major rule for the purpose of
congressional review.

D. Unfunded Mandates Reform Act of
1995

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that Agencies prepare a written
statement, which includes an
assessment of anticipated costs and
benefits, before proposing “any rule that
includes any Federal mandate that may
result in the expenditure by State, and
tribal governments, in the aggregate, or
by the private sector, of $100,000,000 or
more (adjusted annually for inflation) in
any one year.” The current threshold
after adjustment for inflation is $144
million, using the most current (2014)
Implicit Price Deflator for the Gross
Domestic Product. FDA expects that the
proposed rule, if finalized, will not
result in a 1-year expenditure that
would exceed this amount.

E. Public Access to the Analyses

The analyses that FDA has performed
in order to examine the impacts of this
proposed rule under Executive Order
12866, Executive Order 13563, the
Regulatory Flexibility Act (5 U.S.C.
601-612), and the Unfunded Mandates
Reform Act of 1995 (Pub. L. 104—4) are
available to the public in the docket for
this proposed rule (Ref. 16) at http://
www.regulations.gov (enter Docket No.
FDA-2014-N-1021).

V. The Paperwork Reduction Act of
1995

This proposed rule contains
information collection provisions that
are subject to review by OMB under the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501-3520). A description of
these provisions is given in this section
of the document with an estimate of the
annual recordkeeping burden. Included
in the burden estimate is the time for
reviewing instructions, searching
existing data sources, gathering and
maintaining the data needed, and
completing and reviewing each
collection of information.

We invite comments on the following
topics: (1) Whether the proposed
collection of information is necessary

for the proper performance of FDA’s
functions, including whether the
information will have practical utility;
(2) the accuracy of FDA'’s estimate of the
burden of the proposed collection of
information, including the validity of
the methodology and assumptions used;
(3) ways to enhance the quality, utility,
and clarity of the information to be
collected; and (4) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques,
when appropriate, and other forms of
information technology.

Title: Recordkeeping Requirements
for Gluten-Free Labeling of Fermented
or Hydrolyzed Foods.

Description of Respondents:
Manufacturers of foods that are
fermented, hydrolyzed, or contain
fermented or hydrolyzed ingredients
and bear the claim “gluten-free,” “no
gluten,” “free of gluten,” or “without
gluten.”

Description: If the rule is finalized as
proposed, we would require
manufacturers of food products covered
by the rule to make and keep records
providing adequate assurance that: (1)
The food is gluten-free before
fermentation or hydrolysis; (2) the
manufacturer has evaluated the
potential for cross-contact with gluten
during the manufacturing process; and
(3) if necessary, measures are in place to
prevent the introduction of gluten into
the food during the manufacturing
process.

Manufacturers using an ingredient
that is a hydrolyzed or fermented food
only would be required to make and
keep these records for the hydrolyzed or
fermented ingredient. We estimate that
the manufacturers would satisfy the
recordkeeping requirements of this
proposed rule, if finalized, by
maintaining records of their tests or
other appropriate verification
procedures, their evaluation of the
potential for gluten cross contact, and
their standard operating procedures
(SOPs) for preventing gluten cross-
contact. It is also possible that
manufacturers would instead comply
with this proposed rule by obtaining
and maintaining records of Certificates
of Analysis, test results, or other
appropriate verification procedures
from their suppliers.

Written SOPs and records of testing
and other activities are essential for
FDA to be able to determine compliance
with § 101.91 (the gluten-free
regulation) for these products. Records
would need to be reasonably accessible
at each manufacturing facility and could
be examined periodically by FDA
inspectors during an inspection to

determine whether the food has been
manufactured and labeled in
compliance with §101.91 Records that
can be immediately retrieved from
another location by electronic means are
considered reasonably accessible.

We estimate the burden of this
collection of information as follows: We
base our estimates of the average burden
per recordkeeping on our experience
with good manufacturing practices used
to control the identity and composition
of food and to limit contaminants and
prevent adulteration. The hour
estimates for the recordkeeping burdens
presented here are averages. We
anticipate that the records kept would
vary based on the type of ingredients
used. Some manufacturers, such as
those producing fermented dairy
products, would likely maintain fewer
records overall. Other manufacturers,
such as those producing foods with
fermented or hydrolyzed grains,
legumes, or seeds, would likely
maintain more extensive records.

Our estimates of the numbers of
manufacturers/recordkeepers reported
in column 2 of tables 1 and 2 are based
on the number of food products that
would be covered by the proposed rule.
We searched the FoodEssentials
database (Ref. 3) for foods that are
hydrolyzed, fermented, or contain
fermented or hydrolyzed ingredients
and bear the claim “gluten-free,” “no
gluten,” “free of gluten,” or “without
gluten,” and found about 2,500 products
that would be affected by the proposed
rule. We estimate that this database has
at least half of all products that would
be covered by the proposed rule, so that
there would be, at most, 5,000 products
affected by the proposed rule.

We do not have any data about how
many products are produced in each
facility, so we assume that each product
and its production line would be tested
separately and would require a separate
evaluation and SOP. Thus, we estimate
the number of food production facilities
and, accordingly, the number of
manufacturers/recordkeepers to be
5,000. If multiple products are produced
in the same facility and can share
testing, evaluation, and SOPs, then the
recordkeeping burden would be less
than these estimates.

We do not know how many of these
products are already being
manufactured using gluten-free
ingredients and/or with a process
designed to prevent gluten introduction.
A survey of food industry practices (Ref.
17) shows that about 45 percent of all
food production facilities have a written
allergen control plan, and about 39
percent require certificates of analysis
for ingredients. Given that producers of
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foods labeled ““gluten-free” are
marketing to customers who care more
about gluten cross-contact, we estimate
that about 75 percent of the 5,000 foods
with a “gluten-free” labeling claim
already have a written plan for
preventing the introduction of gluten
into the food product that includes the
testing of ingredients and also
procedures for evaluating and
preventing gluten cross-contact.
Therefore, we estimate that 1,250
facilities would incur new SOP
development and ingredient testing
burdens and all 5,000 facilities would
incur certain new recordkeeping
burdens.

Recordkeeping Burden Related to
Standard Operating Procedures

We estimate that 1,250 facilities do
not have a written SOP for preventing
the introduction of gluten into the food
product. For these facilities, developing
an SOP would be a first year burden of
the proposed rule. We estimate that it
would take a facility an average of 7
hours to develop an SOP for gluten
control. Thus, we estimate that in the
first year of compliance with the
proposed rule if finalized, 1,250
facilities would develop an SOP for a
burden of 8,750 hours (1,250 x 7 =
8,750), as reported in table 1, row 1.

Updating the facility’s SOP for gluten
control would be a recurring burden of
the proposed rule for the 1,250 facilities
that do not currently have an SOP. We
estimate that it would take a facility
about 0.7 hours (42 minutes) annually to
update its SOP for gluten control, for a
burden of 875 hours (1,250 x 0.7 = 875),
as reported in table 2, row 1.

We estimate that maintaining records
of their updated SOPs would be a
recurring burden of the proposed rule
for all 5,000 facilities. We estimate that
it would take each facility 1 hour
annually to maintain records of its
updated SOPs for gluten control, for a
burden of 5,000 hours (5,000 x 1 =
5,000), as reported in table 2, row 2.

Recordkeeping Burden Related to
Testing

In order to demonstrate that the food
is gluten-free before fermentation or
hydrolysis, we expect that most
manufacturers would test their
incoming ingredients or obtain
Certificates of Analysis from their
ingredient suppliers. A manufacturer
may test their ingredients for gluten by
sending ingredient samples to a testing

company or by using test kits to test
ingredient samples on site at their
facility. Test kits would first undergo
method validation for the testing
situation in which they are to be used
(Ref. 18). We assume that a
manufacturer that begins a program of
testing the gluten content of an
ingredient will start by sending several
samples to a lab and obtaining method
extension for a test kit for the
ingredient. Obtaining a validation for a
test kit is a first-year burden only.

After the first year of testing, we
assume the manufacturers would then
use test kits to test the ingredient on a
regular basis, and may also send one or
two samples a year to an outside lab for
testing. These are recurring testing
burdens. We estimate that an average of
two ingredients per product would be
tested in this manner. Most foods
affected by this proposed rule are those
that contain a single hydrolyzed or
fermented ingredient, so any testing
would have been done by the ingredient
supplier before that supplier performed
hydrolysis or fermentation. Other
products contain several ingredients
that would be tested before fermentation
or hydrolysis.

In the first year of compliance, we
estimate that the 1,250 manufacturers
not currently testing their ingredients
and production facilities for gluten and
would incur additional testing burdens
as a result of the proposed rule. For
these manufacturers, obtaining a
method extension for a test kit would be
a first year burden of the proposed rule.
We estimate that 1,250 manufacturers
would conduct seven tests for method
extension, for each of two ingredients,
for a total of 14 samples. We estimate
that it would take a manufacturer 5
minutes to collect each sample, for a
total of 1,453 hours (1,250 x 14 x (5 +
60) = 1,453) as reported in table 1, row
2. We estimate that this proposed rule
would result in manufacturers
conducting 17,500 laboratory tests in
the first year (1,250 x 14 = 17,500).
These tests have an average cost of
$84.33, which means that the estimated
capital costs related to this first year
paperwork burden is about $1.5 million
(17,500 x $84.33 = $1,475,833) as
reported in table 1, row 2.

We estimate that, as a first year
burden of the proposed rule if finalized,
all 5,000 manufacturers would begin
retaining records of the method
extension tests. We estimate that it

would take a manufacturer 30 minutes
per record, for a total of 35,000 hours
(5,000 x 14 x 0.5 = 35,000), as reported
in table 1, row 3.

We estimate that testing ingredients
on a regular basis would be a recurring
burden of the proposed rule, if finalized,
for the 1,250 manufacturers not
currently testing their ingredients and
production facilities for gluten. We
estimate that 1,250 manufacturers will
use 21 test kits annually on average per
ingredient, for a total of 42 kits, and that
each test will require 5 minutes to
collect a sample and 30 minutes to
process and file the test results. We
estimate that the burden of collecting
samples for these tests would be 4,358
hours (1,250 x 21 x (5 + 60) = 4,358),
as reported in table 2, row 3. We
estimate that this proposed rule, if
finalized, would result in manufacturers
using 52,500 test kits each year (1,250
x 42 = 52,500). These test kits have an
average cost of $11, which means that
the estimated capital costs related to
this recurring paperwork burden is
about $0.6 million (52,500 x $11 =
$577,500), as reported in table 2, row 3.
We estimate the burden to process and
maintain records of the test results
would be 105,000 hours (5,000 x 42 x
0.5 = 105,000), as reported in table 2,
Tow 4.

We estimate that a recurring burden of
the proposed rule, if finalized, for all
5,000 manufacturers would be to send
one or two samples a year to an outside
lab for testing. We estimate that 5,000
manufacturers will conduct one outside
test annually on average per ingredient,
for a total of 2 tests, and that each test
will require 5 minutes to collect a
sample and 30 minutes to process and
file the test results. We estimate that the
burden of collecting samples for these
tests would be 208 hours (1,250 x 2 x
(5 + 60) = 208), as reported in table 2,
row 5. We estimate that this proposed
rule would result in manufacturers
conducting 2,500 laboratory tests in the
first year (1,250 x 2 = 2,500). These tests
have an average cost of $84.33, which
means that the estimated capital costs
related to this recurring paperwork
burden is about $0.2 million (2,500 x
$84.33 = $210,833), as reported in table
3, row 5. We estimate the burden to
process and maintain records of the test
results would be 5,000 hours (5,000 x 2
x 0.5 = 5,000), as reported in table 2,
TOW 6.
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TABLE 1—ESTIMATED FIRST YEAR RECORDKEEPING BURDEN

Number of .
- : Number of Total annual Average burden Capital costs
Activity/Proposed 21 CFR section recordkeepers r;i%?éiseggér records per recordkeeping Total hours (USD Millions)
Developing an SOP for gluten con- 1,250 1 1,250 | 7 oo 8,750 0
trol; proposed 101.91(c)(2) and (3).
Collecting samples for testing; pro- 1,250 14 17,500 | 0.083 (5 minutes) 1,453 $1.5
posed 101.91(c)(2) and (3).
Maintaining records of method exten- 5,000 14 70,000 | 0.5 (30 minutes) .. 35,000 0
sion tests; proposed 101.91(c)(2)
and (3).
TOAl s | s | e | enreee e | eerenre e 45,203 $1.5
There are no operating or maintenance cost associated with this collection information.
TABLE 2—ESTIMATED RECURRING RECORDKEEPING BURDEN
Number of .
o : Number of Total annual Average burden Capital costs
Activity/Proposed 21 CFR section | 000 dkeepers rg%%?éiséggér records per recordkeeping | 1ot hours 1 (3sp Millions)
Updating SOP for gluten control; pro- 1,250 1 1,250 | 0.7 (42 minutes) .. 875 0
posed 101.91(c)(2) and (3).
Maintaining records of the updated 5,000 1 5,000 | 1 oo 5,000 0
SOP for gluten control; proposed
101.91(c)(2) and (3).
Collecting samples for test kit testing; 1,250 42 52,500 | 0.083 (5 minutes) 4,358 $0.6
proposed 101.91(c)(2) and (3).
Maintaining records of test kit test re- 5,000 42 210,000 | 0.5 (30 minutes) .. 105,000 0
sults; proposed 101.91(c)(2) and
(3).
Collecting samples for testing by an 1,250 2 2,500 | 0.083 (5 minutes) 208 $0.2
outside lab; proposed 101.91(c)(2)
and (3).
Maintaining records of testing by an 5,000 2 10,000 | 0.5 (30 minutes) .. 5,000 0
outside lab; proposed 101.91(c)(2)
and (3).
LI €= L B U R UU PP IR TRRRRN 120,441 $0.8

1 There are no operating or maintenance costs associated with this collection of information.

In compliance with the Paperwork
Reduction Act of 1995 (44 U.S.C.
3407(d)), we have submitted the
information collection provisions of this
proposed rule to OMB for review.
Interested persons are requested to send
comments regarding information
collection by January 19, 2016, to the
Office of Information and Regulatory
Affairs, OMB.

To ensure that comments on
information collection are received,
OMB recommends that written
comments be faxed to the Office of
Information and Regulatory Affairs,
OMB, Attn: FDA Desk Officer, FAX:
202-395-7285, or emailed to oira_
submission@omb.eop.gov. All
comments should be identified with the
title “Recordkeeping Requirements for
Gluten-Free Labeling of Fermented,
Hydrolyzed, or Distilled Foods.” These
requirements will not be effective until
we obtain OMB approval. We will
publish a notice concerning OMB
approval of these requirements in the
Federal Register.

VI. What is the environmental impact
of this rule?

We have determined under 21 CFR
25.30(k) 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.

VII. What are the federalism impacts of
this rule?

We have analyzed the proposed rule
in accordance with the principles set
forth in Executive Order 13132. Section
4(a) of Executive Order 13132 requires
Agencies to “construe * * * a Federal
statute to preempt State law only where
the statute contains an express
preemption provision or there is some
other clear evidence that the Congress
intended preemption of State law, or
where the exercise of State authority
conflicts with the exercise of Federal
authority under the Federal statute.”
Here, as in the final rule published in

the August 5, 2013, issue of the Federal
Register (78 FR 47154 at 47175), we
have determined that certain narrow
exercises of State authority would
conflict with the exercise of Federal
authority under the FD&C Act.

In section 206 of FALCPA, Congress
directed us to issue a proposed rule to
define and permit use of the term
“gluten-free” on the labeling of foods, in
consultation with appropriate experts
and stakeholders, to be followed by a
proposed rule for the use of such term
in labeling. In the preamble to the
proposed rule regarding the “gluten-
free” labeling of foods (72 FR 2795 at
2813 through 2814), we indicated that
we had consulted with numerous
experts and stakeholders in the
proposed rule’s development and in the
final rule we determined that certain
narrow exercises of State authority
would conflict with the exercise of
Federal authority under the FD&C Act.
Different and inconsistent amounts of
gluten in foods with “gluten-free”
labeling result in the inability of those
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