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

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

DEPARTMENT OF AGRICULTURE

Rural Utilities Service

7 CFR Part 1755

Specifications and Drawings for
Construction of Direct Buried Plant

AGENCY: Rural Utilities Service, USDA.
ACTION: Final rule.

SUMMARY: The Rural Utilities Service
(RUS) is amending its regulations on
Telecommunications Policies on
Specifications, Acceptable Materials,
and Standard Contract Forms, by
revising RUS Bulletin 1753F-150,
Specifications and Drawings for
Construction of Direct Buried Plant
(Form 515a). The revised specifications
will include new construction units for
Fiber-to-the-Home, remove redundant or
outdated requirements, and simplify the
specifications format.

DATES: The effective date September 29,
2010.

Incorporation by Reference: The
incorporation by reference of certain
publications listed in this rule is
approved by the Director of the Federal
Register as of September 29, 2010.

FOR FURTHER INFORMATION CONTACT:
Norberto Esteves, Chair, Technical
Standards Committee “A”
(Telecommunications), Advanced
Services Division, Telecommunications
Program, USDA-Rural Utilities Service,
STOP 1550, Washington, DC 20250—
1550. Telephone: (202) 720-0699; Fax:
(202) 205-2924; e-mail:
norberto.esteves@wdc.usda.gov.

SUPPLEMENTARY INFORMATION:
Executive Order 12866

This rule is exempted from the Office
of Management and Budget (OMB)
review for purposes of Executive Order
12866 and, therefore, has not been
reviewed by OMB.

Executive Order 12988

This final rule has been reviewed
under Executive Order 12988, Civil
Justice Reform. USDA Rural
Development has determined that this
rule meets the applicable standards
provided in section 3 of the Executive
Order. In addition, all state and local
laws and regulations that are in conflict
with this rule will be preempted; no
retroactive effect will be given to the
rule, and, in accordance with section
212(e) of the Department of Agriculture
Reorganization Act of 1994 (7 U.S.C.
6912(e)), administrative appeals
procedures, if any are required, must be
exhausted before an action against the
Department or its agencies may be
initiated.

Regulatory Flexibility Act Certification

USDA Rural Development has
determined that this final rule will not
have a significant economic impact on
a substantial number of small entities,
as defined by the Regulatory Flexibility
Act (5 U.S.C. 601 et seq.). The standard
USDA Rural Development
telecommunications loan documents
contain provisions on procurement of
products and construction of
telecommunications facilities purchased
with loan funds. This ensures that the
telecommunications systems financed
with loan funds are adequate to serve
the purposes for which they are to be
constructed and that loan funds are
adequately secured. USDA Rural
Development borrowers, as a result of
obtaining Federal financing, receive
economic benefits that exceed any
direct cost associated with complying
with USDA Rural Development
regulations and requirements.

Information Collection and
Recordkeeping Requirements

The information collection and
recordkeeping requirements contained
in this final rule are cleared under
control numbers 0572-0059 and 0572—
0132 pursuant to the Paperwork
Reduction Act of 1995 (44 U.S.C.
Chapter 35, as amended).

Executive Order 13132

This regulation will not have
substantial direct effects on the States,
on the relationship between the national
government and the States, or on
distribution of power and
responsibilities among the various

levels of government. Under Executive
Order 13132, this final rule does not
have sufficient federalism implications
requiring the preparation of a
Federalism Assessment.

Catalog of Federal Domestic Assistance

The program described by this final
rule is listed in the Catalog of Federal
Domestic Assistance Program under No.
10.851, Rural Telephone Loans and
Loan Guarantees and No. 10.857, Rural
Broadband Access Loans and Loan
Guarantees. This catalog is available on
a subscription basis from the
Superintendent of Documents, the
United States Government Printing
Office, Washington, DC 20402.
Telephone: (202) 512—-1800.

Executive Order 12372

This final rule is excluded from the
scope of Executive Order 12372,
Intergovernmental Consultation, which
may require consultation with State and
local officials. See the final rule related
notice titled “Department Programs and
Activities Excluded from Executive
Order 12372” (50 FR 47034), advising
that USDA Rural Development Utilities
Programs loans and loan guarantees are
excluded from the scope of Executive
Order 12372.

Unfunded Mandates

This final rule contains no Federal
Mandates (under the regulatory
provisions of Title II of the Unfunded
Mandates Reform Act of 1995 (2 U.S.C.
Chapter 25)) for State, local, and tribal
governments or the private sector. Thus,
this final rule is not subject to the
requirements of sections 202 and 205 of
the Unfunded Mandates Reform Act of
1995.

National Environmental Policy Act
Certification

The Agency has determined that this
final rule will not significantly affect the
quality of the human environment as
defined by the National Environmental
Policy Act of 1969 (42 U.S.C. 4321 et
seq.). Therefore, this action does not
require an environmental impact
statement or assessment.

Background

RUS issues contracts, standards and
specifications for construction of
telecommunications facilities financed
with RUS loan funds. RUS is revising
the specifications for buried plant
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construction contained in RUS Bulletin
1753F-150 (RUS Form 515a).

The current outside plant
specifications are used by borrowers to
secure the services of a contractor for
the construction of telecommunications
facilities. Current specifications have
become outdated due to the
advancements in Fiber-to-the-Home
construction as well as installation
methods and materials. In order for
borrowers and contractors to take
advantage of these improved
construction installation methods and
materials, the current specifications
have been revised.

On Tuesday, June 8, 2010, RUS
published a proposed rule in the
Federal Register (Vol. 75, No 109, page
32313), proposing to amend its

regulations on Telecommunications
Policies on Specifications, Acceptable
Materials, and Standard Contract Forms,
by revising RUS Bulletin 1753F-150,
Specifications and Drawings for
Construction of Direct Buried Plant
(Form 515a). Interested parties were
invited to submit comments on or before
August 9, 2010. No comments were
received.

List of Subjects in 7 CFR Part 1755

Incorporation by reference, Loan
programs—communications, Reporting
and recordkeeping requirements, Rural
areas, Telephone.

m For reasons set out in the preamble,
RUS proposes to amend chapter XVII of

title 7 of the Code of Federal
Regulations as follows:

PART 1755—TELECOMMUNICATIONS
POLICIES ON SPECIFICATIONS,
ACCEPTABLE MATERIALS, AND
STANDARD CONTRACT FORMS

m 1. The authority citation for part 1755
continues to read as follow:

Authority: 7 U.S.C. 901 et seq., 1921 et
seq., 6941 et seq.

m 2.In §1755.97, the table is amended
by revising the issue date of RUS
Bulletin 1753F-150 to read as follows:

§1755.97 Incorporation by reference of
telecommunications standards and
specifications.

* * * * *

RUS Bulletin No.

Specification

No. Date last issued

Title of standard or specification

1753F=150 ..ccovviiiiiiinee Form 515a .....ccoevvivieee. September 2010 ................ Specifications and Drawings for Construction of Direct
Buried Plant.
* *x %

Dated: September 23, 2010.
Jonathan Adelstein,
Administrator, Rural Utilities Service.
[FR Doc. 2010-24420 Filed 9-28-10; 8:45 am]
BILLING CODE P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA—-2010-0911; Airspace
Docket No. 10-AS0-32]

Amendment to Class E Airspace;
Smithfield, NC

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

SUMMARY: This action amends Class E
airspace at Johnston County Airport,
Smithfield, NC, by correcting an
omission of the geographic coordinates
of the Area Navigation (RNAV) Global
Positioning System (GPS) Special
Standard Instrument Approach
Procedure (SIAP) serving the Johnston
Memorial Hospital to aid in the
navigation of our National Airspace
System.

DATES: Effective 0901 UTC, January 13,
2011. The Director of the Federal
Register approves this incorporation by

reference action under title 1, Code of
Federal Regulations, part 51, subject to
the annual revision of FAA Order
7400.9 and publication of conforming
amendments.

FOR FURTHER INFORMATION CONTACT:
Melinda Giddens, Operations Support
Group, Eastern Service Center, Federal
Aviation Administration, P.O. Box
20636, Atlanta, Georgia 30320;
telephone (404) 305-5610.
SUPPLEMENTARY INFORMATION:

History

The FAA received a request from the
National Aeronautical Navigation
Services to correct the omission of the
geographic coordinates for the point in
space serving Johnston Memorial
Hospital in the amendment of the Class
E airspace published in the Federal
Register on July 27, 2010 (75 FR 43817).
This action makes the adjustment.

The Rule

This amendment to Title 14, Code of
Federal Regulations (14 CFR) part 71
amends Class E airspace at Smithfield,
NC, by making the addition of the
geographic coordinates of the RNAV
(GPS) approach point in space serving
Johnston Memorial Hospital to coincide
with the FAAs National Aeronautical
Navigation Services depiction.
Accordingly, since this is an
administrative change, and does not
involve a change in the dimensions or
operating requirements of that airspace,

notice and public procedures under 5
U.S.C. 553 (b) are unnecessary.

The Class E airspace designations are
published in Paragraph 6005 of FAA
order 7400.9U, dated August 18, 2010,
and effective September 15, 2010, which
is incorporated by reference in 14 CFR
71.1. The Class E airspace designations
listed in this document will be
published subsequently in the Order.

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

The FAA’s authority to issue rules
regarding aviation safety is found in
Title 49 of the United States Code.
Subtitle I, Section 106 describes the
authority of the FAA Administrator.
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Subtitle VII, Aviation Programs,
describes in more detail the scope of the
agency’s authority.

This rulemaking is promulgated
under the authority described in
Subtitle VII, Part A. Subpart I, Section
40103. Under that section, the FAA is
charged with prescribing regulations to
assign the use of airspace necessary to
ensure the safety of aircraft and the
efficient use of airspace. This regulation
is within the scope of that authority as
it amends controlled airspace at
Smithfield, NC.

Lists of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (Air).

Adoption of the Amendment

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

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

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

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

§71.1 [Amended]

m 2. The incorporation by reference in
14 CFR 71.1 of Federal Aviation
Administration Order 7400.9U,
Airspace Designations and Reporting
Points, dated August 18, 2010, and
effective September 15, 2010, is
amended as follows:

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

* * * * *

ASO NCE5 Smithfield, NC [Amended]

Johnston County Airport, NC

(Lat. 35°32°27” N., long 78°23"25” W.)
Johnston Memorial Hospital
Point In Space Coordinates

(Lat. 35°31’23” N., long 78°20"35” W.)

That airspace extending upward from 700
feet above the surface within a 6.5-mile
radius of the Johnston County Airport and
within 2 miles each side of the 023° bearing
from the airport extending from the 6.5-mile
radius to 10.2 miles northeast of the Johnston
County Airport and within a 6-mile radius of
the point in space (l1at.35°31°23” N., long.
78°20°35” W.) serving Johnston Memorial
Hospital.

Issued in College Park, Georgia, on
September 17, 2010.

Myron A. Jenkins,

Acting Manager, Operations Support Group,
Eastern Service Center, Air Traffic
Organization.

[FR Doc. 2010-24113 Filed 9-28-10; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 312 and 320

[Docket No. FDA-2000-N-0108] (formerly
Docket No. 00N-1484)

RIN 0910-AG13

Investigational New Drug Safety
Reporting Requirements for Human
Drug and Biological Products and
Safety Reporting Requirements for
Bioavailability and Bioequivalence
Studies in Humans

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending its
regulations governing safety reporting
requirements for human drug and
biological products subject to an
investigational new drug application
(IND). The final rule codifies the
agency’s expectations for timely review,
evaluation, and submission of relevant
and useful safety information and
implements internationally harmonized
definitions and reporting standards. The
revisions will improve the utility of IND
safety reports, reduce the number of
reports that do not contribute in a
meaningful way to the developing safety
profile of the drug, expedite FDA’s
review of critical safety information,
better protect human subjects enrolled
in clinical trials, subject bioavailability
and bioequivalence studies to safety
reporting requirements, promote a
consistent approach to safety reporting
internationally, and enable the agency
to better protect and promote public
health.

DATES: This rule is effective March 28,
2011.
FOR FURTHER INFORMATION CONTACT:
For information on IND safety
reporting for human drug products:
Janet Norden, Center for Drug
Evaluation and Research, Food and
Drug Administration, 10903 New
Hampshire Ave., Bldg. 51, rm. 6324,
Silver Spring, MD 20993-0002, 301—
796-2500.

For information on IND safety
reporting for human biological products:
Laura Rich, Center for Biologics
Evaluation and Research, Food and
Drug Administration,1401 Rockville
Pike, suite 200N, Rockville, MD 20852—
1448, 301-827—-6210.

SUPPLEMENTARY INFORMATION:
Table of Contents

1. Background
A. Rationale for Rulemaking
B. The Proposed Rule

II. Overview of the Final Rule

A. Definitions

B. Review of Safety Information

C. Reporting Requirements

III. Comments on the Proposed Rule

A. Definitions—Proposed § 312.32(a)

B. Review of Safety Information—
Proposed §312.32(b)

C. IND Safety Reports (Requirement
for Minimum Data Set)—Proposed
§312.32(c)

D. Serious and Unexpected SADR—
Proposed §312.32(c)(1)(i)

E. Alternative Reporting
Arrangements

F. Unblinding

G. Information Sufficient to Consider
Product Administration Changes—
Proposed §312.32(c)(1)(ii)

H. Submission of Written Reports—
Proposed § 312.32(c)(1)(iii)

I. Telephone and Facsimile
Transmission Safety Reports—
Proposed §312.32(c)(2)

J. Investigations of Marketed Drugs—
Proposed §312.32(c)(4)

K. Followup—Proposed § 312.32(d)

L. Disclaimer—Proposed § 312.32(e)

M. Annual Reports

N. Investigator Reports—Proposed
§312.64(b)

O. Bioavailability and Bioequivalence
Requirements—Proposed
§320.31(d)

P. Reports to Investigators and IRBs

Q. Miscellaneous Comments

R. Initial Analysis of Impacts and
Paperwork Burden Estimates

IV. Legal Authority
V. Environmental Impact
VI. Analysis of Impacts

A. Need for the Regulation

B. Costs of the Regulation (to Prepare
and Submit Safety Reports)

C. Benefits of the Regulation

D. Final Regulatory Flexibility
Analysis

VII. Paperwork Reduction Act of 1995
VIII. Executive Order 13132: Federalism
IX. References

I. Background

In the Federal Register of March 14,
2003 (68 FR 12406), FDA issued a
proposed rule to revise its regulations
governing pre- and postmarketing safety
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reporting for human drug and biological
products?, which appear in parts 310,
312, 314, 320, 600, 601, and 606 (21
CFR parts 310, 312, 314, 320, 600, 601,
and 606). The proposed revisions
represented a major effort to clarify and
integrate several safety reporting rules
and guidance documents that had been
issued by international organizations
and by FDA dating back to the 1990s.
The background for and description of
these regulations and guidance
documents are described in the
preamble of the proposed rule (68 FR
12406 at 12407 to 12410, Figure 1). The
proposal called for the submission of
comments by July 14, 2003. At the
request of industry, and to provide all
interested persons additional time to
comment, the comment period was
extended until October 14, 2003 (68 FR
36527, June 18, 2003).

FDA received numerous comments in
response to the proposed rule, many of
which stated that the proposal would
not meet its stated goals and requested
that the agency reevaluate specific
aspects of the proposal. FDA agreed
with some of these comments and has
reevaluated and revised aspects of the
proposal. To make the rulemaking
process more manageable, FDA has
decided to issue revisions to the
premarketing and postmarketing safety
reporting regulations in two separate
rulemakings. By separating these rules,
the agency has been able to reevaluate
and refine each requirement in the
premarketing and postmarketing
settings to better ensure that the rules
will achieve their goals.

This rule finalizes revisions to the
IND safety reporting regulations found
in part 312 and the safety reporting
requirements for bioavailability and
bioequivalence studies found in part
320. The agency is working on revisions
to the postmarketing safety reporting
regulations found in parts 310, 314, 600,
601, and 606 separately, and will
address these sections in a future rule.
Therefore, revisions to and comments
about postmarketing safety reporting
requirements found in parts 310, 314,
600, 601, and 606 are not addressed in
this rulemaking. This document
discusses information relevant to and
comments about the proposed revisions
found in parts 312 and 320.

A. Rationale for Rulemaking

In the proposed rule (68 FR 12406 at
12412 to 12415), FDA described its
goals for the proposed rulemaking.

1For the purposes of this document, unless
otherwise specified, all references to “drugs” or
“drug products” include human drug products and
biological products that are also drugs.

Many of the stated goals were primarily
applicable to postmarketing safety
reporting, but revising and clarifying the
IND safety reporting requirements was
also a critical component of FDA’s
stated efforts to: (1) Improve the overall
quality of safety reporting, thereby
strengthening the agency’s ability to
review critical safety information, (2)
monitor the safety of human drug and
biological products, and (3) harmonize
safety reporting internationally. Each of
these is discussed in turn in this
document.

First, the revisions to the IND safety
reporting requirements will improve the
overall quality of safety reporting and
the agency’s ability to review critical
safety information by ensuring that the
information that FDA receives in an IND
safety report is relevant and useful.
Under former regulations, there may
have been over-reporting of serious
adverse events for which there was little
reason to believe that the drug had
caused the event, complicating or
delaying FDA'’s ability to detect a safety
signal. In this final rule, FDA clarifies
definitions, provides examples of the
types of evidence that suggest a causal
relationship for purposes of reporting a
suspected adverse reaction to the IND
and participating investigators, and
revises the requirements for expedited
reporting of serious and unexpected
suspected adverse reactions to the IND.
The final rule also allows sponsors to
arrange alternative formats and/or
frequencies for reporting and provides
that study endpoints must not be
submitted as IND safety reports except
in unusual cases. These revisions not
only have an impact on which reports
are sent to FDA and participating
investigators, but also affect the reports
that are sent by investigators to
Institutional Review Boards (IRBs).
These revisions and clarifications will
minimize reports that do not contribute
to FDA’s understanding of the
developing safety profile of the drug and
decrease the number of uninterpretable
reports (so-called “noise”) in the system.
In addition, the revisions and
clarifications will help to make clear
under what circumstances the study
blind should be broken and when
unblinding is unnecessary. Ultimately,
these revisions and clarifications should
contribute toward more useful adverse
reaction information and more effective
monitoring of clinical trials.

Second, by requiring expedited
reports of certain safety information that
was not reported expeditiously under
former IND safety reporting
requirements or bioavailability or
bioequivalence requirements, the final
rule will help FDA monitor the safety of

human drug and biological products
and better protect human subjects
enrolled in clinical trials. Under the
final rule, FDA will receive expedited
reports of:

¢ Findings from clinical studies,
epidemiological studies or pooled
analyses of multiple studies that suggest
a significant risk in humans exposed to
the drug,

e Serious suspected adverse reactions
that occur at an increased rate than
listed in the protocol or investigator
brochure, and

e Serious adverse events from
bioavailability and bioequivalence
studies.

By receiving these reports
expeditiously, FDA will be better able to
monitor and evaluate the drug’s safety.

Finally, FDA had proposed certain
revisions to its IND safety reporting
requirements to harmonize the
regulations with recommendations by
the International Conference on
Harmonisation of Technical
Requirements for Registration of
Pharmaceuticals for Human Use (ICH)
and by the World Health Organization’s
Council for International Organizations
of Medical Sciences (CIOMS), and
which have been adopted by the
European Union (EU) (Ref. 1). In the
preamble to the proposed rule (68 FR
12406 at 12415, table 4), FDA detailed
the specific proposed revisions to the
definitions and reporting standards
based on international
recommendations in the ICH guidance
“E2A Clinical Safety Data Management:
Definitions and Standards for Expedited
Reporting” (60 FR 11284, March 1, 1995)
(ICH E2A guidance). FDA received
numerous comments, described in more
detail in section III of this document,
stating that certain of FDA’s proposed
revisions were inconsistent with how
the provisions are interpreted and
implemented in other member ICH
nations. After reviewing the comments
and after discussions with our ICH
partners, FDA has revised the
definitions and reporting standards to
be as consistent as possible with
international definitions and standards,
recognizing that there may be
inconsistencies within ICH documents
and among the other member ICH
nations’ interpretations of these
definitions and standards.

B. The Proposed Rule

The following describes the proposed
revisions to the requirements in parts
312 and 320. FDA proposed the
following revisions to § 312.32 on IND
safety reports:

¢ Replace the defined phrase
“associated with the use of the drug”
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with the term “suspected adverse drug
reaction (SADR),”

¢ Require submission of expedited
reports of “information sufficient to
consider product administration
changes,”

e Make it clear that safety reports of
overall findings or data in the aggregate
must be submitted in a narrative format,

¢ Permit the determination that an
SADR is life-threatening to be based on
the opinion of either the investigator or
sponsor (as opposed to only the
investigator),

¢ Require that the sponsor notify FDA
and all participating investigators of
each SADR that is both serious and
unexpected, based on the opinion of
either the investigator or sponsor (as
opposed to only the sponsor),

e Require a ““minimum data set” for
each report of an SADR submitted to
FDA, and

e Clarify the sources of information
that sponsors must review for safety
surveillance and reporting purposes.

FDA proposed the following revision
to § 312.64(b):

e Make it clear that the investigator
must report to the sponsor any serious
SADR immediately and any other SADR
promptly, unless otherwise specified in
the protocol or investigator’s brochure.

FDA proposed the following revision
to §320.31(d):

e Make bioavailability and
bioequivalence studies subject to IND
safety reporting requirements.

II. Overview of the Final Rule

This final rule amends parts 312 and
320 of FDA regulations by revising the
requirements for IND safety reporting
and for bioavailability and
bioequivalence studies. This final rule
reflects revisions the agency made in
response to comments on the March
2003 proposal (addressed in detail in
section III of this document) and other
revisions, including editorial changes to
clarify provisions and support the
agency’s plain language initiative
(addressed in this section).

A. Definitions

The definitions section for the IND
safety reporting regulations (§ 312.32(a))
now includes the following five terms:

e Adverse event,

¢ Life-threatening adverse event or
life-threatening suspected adverse
reaction,

e Serious adverse event or serious
suspected adverse reaction,

e Suspected adverse reaction, and

¢ Unexpected adverse event or
unexpected suspected adverse reaction.

FDA has revised and clarified terms
and definitions that were in the

proposed rule. First, as discussed in
detail in section III of this document,
the two terms “adverse event” and
“suspected adverse reaction” replace the
proposed definition of “suspected
adverse drug reaction (SADR).” The
definitions “adverse event” and
“suspected adverse reaction” also
replace the phrase “associated with the
use of the drug” defined in former
§312.32(a). The definitions of the terms
“adverse event” and “suspected adverse
reaction” make clear a distinction in the
degree of evidence of a causal
relationship between the drug and the
adverse event within these terms.

Second, the final rule requires that the
determination for reporting purposes
about whether an adverse event or
suspected adverse reaction is “life-
threatening” or “serious” be based on the
opinion of either the investigator or
sponsor. FDA had proposed this
revision for the definition of “life-
threatening SADRs,” and the agency
decided that the determination about
whether an adverse event or suspected
adverse reaction is “serious” is
comparable to the determination of
whether it is life-threatening. Therefore,
FDA revised the definition “serious
adverse event or serious suspected
adverse reaction” to specify that the
determination of seriousness be based
on the opinion of either the investigator
or sponsor. In addition, FDA eliminated
the definition of “disability” as a
separate term and includes the meaning
of the term in the definition of “serious
adverse event or serious suspected
adverse reaction.”

Third, the final rule makes clear what
adverse events or suspected adverse
reactions are considered unexpected.
The proposed definition of “unexpected
SADR” included the following sentence
from the then-current definition for
“unexpected adverse drug experience”
(with minor clarification): ““Unexpected’
as used in this definition, refers to an
SADR that has not been previously
observed (e.g., in the investigator
brochure); it does not refer to an SADR
that might be anticipated from the
pharmacological properties of the drug
product.” To this clarification, FDA
proposed to add the following new
sentence: “SADRs that are mentioned in
the investigator’s brochure as occurring
with a class of drugs but not specifically
mentioned as occurring with the
particular drug are considered
unexpected.” In this final rule, FDA
combined these proposed sentences to
read as follows: “Unexpected,” as used
in this definition, also refers to adverse
events or suspected adverse reactions
that are mentioned in the investigator
brochure as occurring with a class of

drugs or as anticipated from the
pharmacological properties of the drug,
but are not specifically mentioned as
occurring with the particular drug under
investigation.” This revision makes clear
that adverse events that have not been
previously observed with the drug
under investigation, but are predicted to
occur based on the class of the drug or
pharmacological properties of the drug
are considered “unexpected” for
reporting purposes.

B. Review of Safety Information

The final rule clarifies what safety
information must be reviewed under
§ 312.32(b). The proposal would have
required sponsors to review “reports
from foreign regulatory authorities that
have not been previously reported to
FDA by the sponsor.” FDA has deleted
the phrase “that have not been
previously reported to FDA by the
sponsor,” because it confuses the review
with the reporting requirements. FDA
expects sponsors to review all
information, but to avoid duplicate
reporting to the agency. In addition, the
final rule clarifies the agency’s
expectations for analysis of previous,
similar reports (§ 312.32(c)(1)).

C. Reporting Requirements

In §312.32(c), the final rule clarifies
how and when to submit IND safety
reports to FDA and participating
investigators, including the requirement
in §312.32(c)(1)(v) that certain reports
be submitted in a narrative format
(proposed § 312.32(c)(1)(iii)). It provides
examples of the kinds of evidence that
suggest a causal relationship between
the drug and the adverse event when
determining whether a serious and
unexpected adverse event qualifies for
expedited reporting (§ 312.32(c)(1)(i)).
The final rule also requires that
sponsors submit expedited reports of
findings from clinical studies,
epidemiological studies, or pooled
analyses of multiple studies that suggest
a significant risk in humans
(§312.32(c)(1)(ii)); findings from animal
or in vitro testing that suggests a
significant risk in humans
(§312.32(c)(1)(iii)); and reports of an
increased rate of occurrence of serious
suspected adverse reactions over that
listed in the protocol or investigator
brochure (§ 312.32(c)(1))(iv)). The final
rule also provides for alternative
reporting arrangements (§ 312.32(c)(3))
and provides that study endpoints not
be reported except in unusual cases
(§312.32(c)(5)).

Furthermore, FDA has made it clear
in § 312.32(c)(1)(v) that the period of
time for submitting additional data
requested by the agency is 15 calendar
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days (i.e., the same period of time that
is allowed for submitting followup
information under § 312.32(d)(3)). In
addition, the agency revised several
provisions to allow for electronic
submission of reports. First, in
§312.32(c)(1)(v) “Submission of IND
safety reports,” FDA renamed and
revised proposed § 312.32(c)(1)(iii)
“Submission of written reports.”
Second, FDA revised proposed
§312.32(c)(2) “Telephone and facsimile
transmission safety reports” to eliminate
the specificity that unexpected fatal or
life-threatening reports be submitted
only by telephone or facsimile
transmission so that other means of
rapid communication (e.g., e-mail) may
be accepted in the future. FDA also
renamed the provision to “Unexpected
fatal or life-threatening suspected
adverse reaction reports.” Last, in
§320.31(d)(3), FDA revised the
proposed requirement for submission of
IND safety reports and unexpected fatal
or life-threatening reports from
bioavailability and bioequivalence
studies to mirror these revisions.

The final rule allows for alternative
reporting arrangements, as provided in
former §312.32(c)(3). However, the
agency revised the statement, “FDA may
request a sponsor to submit IND safety
reports in a format or at a frequency
different than that required under this
paragraph” by replacing the word
“request” with “require” to reflect the
existing process. In addition, the final
rule clarifies the reporting requirements
for clinical investigations of drug
products that are marketed in the
United States (§312.32(c)(4)).

The final rule makes minor editorial
changes to § 312.32(d)(2) to clarify the
followup reporting requirements. In
addition, the agency eliminated the
redundant submission requirements for
information amendments and annual
reports under § 312.32(d)(4) because
they are already contained in §§ 312.31
and 312.33.

The final rule clarifies the
requirements for investigators to submit
reports of serious adverse events to the
sponsor and clarifies the requirement
for reporting study endpoints that are
serious adverse events (§ 312.64(b)).

Finally, the final rule requires that
applicants submit to FDA reports of
serious adverse events from
bioavailability and bioequivalence
studies. Proposed § 320.31(d) would
have required that these studies be
subject to the proposed IND safety
reporting requirements, thereby
requiring all reports under proposed
§312.32 (e.g., reports of serious and
unexpected SADRs, reports of
information sufficient to consider
product administration changes). FDA
has tailored the rule to require only
those reports that FDA believes would
be most informative (i.e., reports of all
serious adverse events). FDA also
revised this provision to make it
consistent with the final revisions for
submission of IND safety reports and
reports of any fatal or life-threatening
adverse event. The final rule requires
that reports must be submitted to the
Office of Generic Drugs.

Table 1 of this document identifies
the changes from the proposed rule in
the IND safety reporting requirements
that the agency made in this final rule.

TABLE 1—CHANGES MADE BY THE FINAL RULE FROM THE PROPOSED RULE

21 CFR Section in Final Rule

Description of Change See comment or section of this document (identified in parentheses)
for more detailed information regarding the change.

312.32(a) Adverse event

e Added definition for “adverse event” (1)

312.32(a) Life-threatening adverse event or life-
threatening suspected adverse reaction

e Made minor editorial revisions for clarity, including language changes to accommodate de-
letion of “SADR” definition and use of alternative terminology (2)

312.32(a) Serious adverse event or serious sus-
pected adverse reaction

terminology (6)

“serious” (I1l.A.2)

sor or investigator (6)

e Changed language to accommodate deletion of “SADR” definition and use of alternative
Incorporated the definition from former § 312.32(a) of “disability” within the definition of

* Revised so that the seriousness determination is based on the opinion of either the spon-

312.32(a) Suspected adverse reaction

Replaced the term “SADR” with the term “suspected adverse reaction,” clarifying the
meaning of “reasonable possibility” within the definition (1)

312.32(a) Unexpected adverse event or unex-
pected suspected adverse reaction

with the drug under investigation (8)

Revised to make clear that “unexpected” adverse events or suspected adverse reactions
include those that may be anticipated from the pharmacological properties of the drug, or
that occur with members of the drug class, but that have not previously been observed

312.32(b) Review of safety information

e Made minor editorial changes for clarity and deleted the phrase “that have not been pre-
viously reported to FDA by the sponsor” (ll)

312.32(c)(1) IND safety reports

Withdrew the proposed requirement for each report of an SADR to contain a minimum
data set and to maintain records of efforts to obtain a minimum data set (5, 13, and 14)

312.32(c)(1)(i) Serious and unexpected sus-
pected adverse reactions

information (16)

vestigator or the sponsor (15)

Clarified agency’s expectation for analysis of previous, similar reports or any other relevant
Withdrew the requirement that the causality assessment be based on the opinion of the in-

Provided examples of the types of evidence that suggest a causal relationship between
the drug and the adverse event (18 to 21)

312.32(c)(1)(ii) Findings from other studies

to 25)

Revised proposed reports of “Information sufficient to consider product administration
changes” to clarify agency expectations of reports from clinical studies, epidemiological
studies or pooled analyses of multiple studies that suggest a significant risk in humans (23
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TABLE 1—CHANGES MADE BY THE FINAL RULE FROM THE PROPOSED RULE—Continued

21 CFR Section in Final Rule

Description of Change See comment or section of this document (identified in parentheses)
for more detailed information regarding the change.

312.32(c)(1)(iii) Findings from animal or in vitro
testing

Revised proposed reports of “Information sufficient to consider product administration
changes” to clarify agency expectations of reports from animal or in vitro testing that sug-
gests a significant risk in humans (26 to 29)

312.32(c)(1)(iv) Increased rate of occurrence of
serious suspected adverse reactions

Added the requirement for reports of any clinically important increase in the rate of a seri-
ous suspected adverse reaction over that listed in the protocol or investigator brochure

(32)

312.32(c)(1)(v) Submission of IND safety reports

* Revised to allow for electronic submission of IND safety reports and clarified time period
for reporting additional data or information requested by FDA (Il)

312.32(c)(2) Unexpected fatal or life-threatening
suspected adverse reaction reports

named the requirement (Il)

Revised to eliminate the specificity that unexpected fatal or life-threatening suspected ad-
verse reaction reports be submitted only by telephone or facsimile transmission and re-

312.32(c)(3) Reporting format or frequency

Replaced “request” with “require” (20)

312.32(c)(4) Investigations of marketed drugs

Clarified requirements for investigations of marketed drugs (31)

312.32(c)(5) Reporting study endpoints

Added requirement that study endpoints (e.g., mortality or major morbidity) must be re-
ported according to the protocol instead of as IND safety reports except when there is evi-
dence suggesting a causal relationship between the drug and the event (19 and 21)

312.32(d) Followup

Deleted provision that required safety information to be submitted in an information
amendment or annual report and made minor editorial changes for clarity (l11.K)

312.64(b) Investigator reports

Clarified requirements for investigator reports (35 and 36)

320.31(d) Applicability of requirements regarding

an “Investigational New Drug Application”

port all serious adverse events (Il)

Revised to require that persons conducting bioavailability and bioequivalence studies re-

Revised to make consistent with requirements for submission of IND safety reports and re-
ports of any fatal or life-threatening adverse event (ll)

III. Comments on the Proposed Rule

The agency received 110 comments in
the docket for the March 14, 2003,
proposed rule on premarket and
postmarket safety reporting revisions.
Comments were received from
prescription and nonprescription drug
manufacturers and related companies;
trade organizations representing drug
manufacturers and other interested
parties; blood banks and transfusion
facilities; international organizations
and non-U.S. agencies; professional
associations and organizations;
consultants; contract research
organizations; academic institutions;
health care and consumer advocacy
organizations, individual physicians,
pharmacists, and consumers; and
others.

To make it easier to identify
comments and our responses, the word
“Comment,” in parentheses, appears
before the comment’s description, and
the word “Response,” in parentheses,
appears before our response. We have
numbered each comment to help
distinguish between different
comments. Similar comments are
grouped together under the same
number. The number assigned to each
comment is purely for organizational
purposes and does not signify the

comment’s value or importance or the
order in which it was received.
Comments addressing the proposed
requirements for IND safety reporting
and bioavailability and bioequivalence
studies and the agency’s responses
follow:

A. Definitions—Proposed § 312.32(a)

1. Suspected Adverse Drug Reaction
(SADR)

FDA proposed to add the term
“suspected adverse drug reaction
(SADR)” and define the term as follows:
“A noxious and unintended response to
any dose of a drug product for which
there is a reasonable possibility that the
product caused the response. In this
definition, the phrase ‘a reasonable
possibility’ means that the relationship
cannot be ruled out.”

(Comment 1) Nearly all of the
comments overwhelmingly opposed the
agency adopting the proposed definition
of SADR and strongly encouraged the
agency to abandon the proposed
definition for many reasons, including
the following:

e Many comments did not agree that
“reasonable possibility” should be
defined as “the relationship cannot be
ruled out.” Most comments stated that
this interpretation makes the definition

overly broad and will lead to reporting
almost every serious, unexpected
adverse event because no event could
ever be completely ruled out.

e Many comments stated that
although the proposed definition was
similar to the definition contained in
the ICH E2A guidance, the agency’s
interpretation was inconsistent with the
guidance. The ICH E2A guidance makes
clear that a causality assessment is
required for clinical investigations and
that a “reasonable causal relationship” is
meant to convey in general that there
are facts (evidence) or arguments to
suggest a causal relationship. The
comments expressed concern that the
agency’s interpretation of “reasonable
possibility” would lead to
inconsistencies in globally conducted
studies and reports.

e Many comments asserted that the
significantly increased numbers of
expedited reports that could result from
the proposed definition might dilute
real safety signals, making them harder
to detect. The lengthy in depth
investigations needed to rule out the
increased number of false positive
associations would take away resources
from other safety surveillance efforts
and potentially lead to a delay in
identification of real signals.
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e Several comments expressed
concern that the proposed definition
would have a negative impact on the
conduct of clinical trials. In addition to
sharply increasing the number of reports
of cases from clinical trials that would
need to be sent to FDA in an expedited
manner, sponsors and investigators
would have to break the blind for nearly
all subjects with serious, unexpected
SADRs because the relationship
between drug and the event could not
definitively be ruled out. Increased
unblinding would compromise the
integrity of well-regulated clinical
investigations, lead to fewer patients
completing a trial, necessitate larger
patient enrollment, and lengthen the
timeline for new product development,
possibly leading to higher costs for
marketed drugs. One comment
expressed concern that, to minimize
unblinding, studies would be designed
to exclude patients with serious medical
conditions who are likely to experience
serious adverse events during the study
period, thereby limiting the
applicability of study results.

Many comments also stated that the
proposed definition would result in
significant increases in meaningless
individual expedited reports being sent
to already overburdened IRBs and
investigators. The comments pointed
out that an unintended effect of the
increase in volume of reports may be to
reduce an investigator’s and IRB’s
vigilance in detecting adverse events.

e Several comments expressed
concern that the proposed definition
would dilute the utility of drug product
labeling because many more events
would be regarded as “drug related”
even though the likelihood of a true
causal relationship is minimal.

e Several comments stated that the
“S” abbreviation for “suspected” in
SADR could be confused with the “S”
abbreviation for “serious” in SAE
(serious adverse event).

The majority of the comments
recommended that reporting adverse
events from clinical trials should be
based on a scientific or medical
judgment that there is a possible causal
relationship between the drug and the
event, rather than simply being unable
to unequivocally exclude a drug’s role.
The comments suggested several
alternatives to the agency’s proposed
definition, including the following:

¢ Several comments recommended
that the definition of an adverse reaction
encompass all of the concepts presented
within the ICH E2A guidance, which are
supported by CIOMS and presented in
the European Union Clinical Trial
Directive. Comments recommended that
the definition of reasonable possibility

be technically consistent with the ICH
E2A guidance definition and clearly
delineate the concept of “reasonable
causal relationship” as conveying in
general that there are facts (evidence) or
arguments to suggest a causal
relationship.

e Some comments supported
retaining FDA’s former definition of
“associated with the use of the drug” as
“there is a reasonable possibility that the
experience may have been caused by the
drug.”

Three comments supported adopting
the proposed definition because they
considered it an inclusive, conservative
approach to adverse event reporting.

(Response) Based on the comments,
and on review of definitions and
terminology used in the ICH E2A
guidance and in former § 312.32, the
agency has decided not to adopt the
proposed definition for “suspected
adverse drug reaction (SADR).” The
agency agrees with the comments
stating that there should be a causality
assessment applied and that the
threshold for reporting should be that
there is a “reasonable possibility” that
the drug caused the adverse event. The
agency also believes that it is important
to use definitions that are clear and
consistent, and in harmony with those
used internationally.

The agency believes that the
comments raised legitimate concerns
that the proposed definition was too
broad and could have a negative impact
on clinical trials, IRBs, investigators,
signal detection, and drug labeling.
Instead of adopting the proposed
definition, the agency has adopted the
terms for “adverse event” and
“suspected adverse reaction” in the
definition section of this final rule,
which addresses these concerns. The
definitions of these terms should
contribute to harmonization of safety
reporting to regulatory authorities
worldwide because they are consistent
with the concepts and definitions
adopted by the ICH E2A guidance and
CIOMS. The terms are defined as
follows:

e “Adverse event” means any
untoward medical occurrence
associated with the use of a drug in
humans, whether or not considered
drug related. (For the purposes of this
definition, “untoward” means
unfavorable, negative, or harmful).

“Suspected adverse reaction” means
any adverse event for which there is a
reasonable possibility that the drug
caused the adverse event. For the
purposes of IND safety reporting,
“reasonable possibility” means there is
evidence to suggest a causal relationship
between the drug and the adverse event.

Suspected adverse reaction implies a
lesser degree of certainty about causality
than adverse reaction, which means any
adverse event caused by a drug.

These definitions reflect the varying
degrees of certainty that are part of a
causality assessment. For example:

e An adverse event (also referred to as
an “adverse experience”) is any event
observed or reported that is associated
with the use of the drug, without regard
to causality.

¢ A suspected adverse reaction is a
subset of all adverse events in which
there is a reasonable possibility that the
drug caused the event.

¢ An adverse reaction, described
within the definition, is a subset of all
suspected adverse reactions for which
there is reason to conclude that the drug
caused the event.

With this change from the proposed
definition, the basis that the agency has
established for assessing the degree of
certainty about causality between a drug
and an adverse event for the purposes
of expedited IND safety reporting has
not changed from former § 312.32(c).
The sponsor must continue to evaluate
the evidence and use its judgment to
determine whether an adverse event
meets the definition of suspected
adverse reaction and qualifies for
expedited reporting under § 312.32(c).
The agency has also clarified the
requirements for reporting a serious and
unexpected suspected adverse reaction
under § 312.32(c)(1)(i) to assist sponsors
with making this determination (see
Comment 18 of this document).

Finally, the agency has concluded
that abbreviations are potentially
confusing (e.g., the “S” abbreviation for
“suspected” in SADR could be mistaken
for an abbreviation of the term
“serious”). Although the agency has
retained the term “suspected” in
“suspected adverse reaction,” our
preferred approach is to avoid use of
any abbreviation (e.g., “SAR” for
“suspected adverse reaction”). The
agency believes that sponsors are
familiar with the term “suspected” and
its use by the European Commission
and CIOMS (e.g., the acronym “SUSAR”
means “suspected, unexpected, serious
adverse reaction” in guidance
documents and working group reports
(for example, see Ref. 1)).

Because the agency is not adopting
the proposed definition of “suspected
adverse drug reaction (SADR),” other
proposed definitions (e.g., “serious
SADR,” “life-threatening SADR”) and
requirements that used this terminology
have been revised in this final rule to
use the terms “adverse event” or
“suspected adverse reaction” as
appropriate.
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2. Disability

The proposed rule included a
definition of the term “disability” to
mean a substantial disruption of a
person’s ability to conduct normal life
functions. Because the term “disability”
appeared only within the definition of
“serious SADR” in the proposed rule,
the agency eliminated the definition of
“disability” as a separate term in this
final rule. Instead, the agency revised
the definition of “serious adverse event
or serious suspected adverse reaction”
in this final rule to incorporate the
definition of “disability” by replacing
the phrase “a persistent or significant
disability/incapacity” with “a persistent
or significant incapacity or substantial
disruption of the ability to conduct
normal life functions.” Thus, in the final
rule, the term disability is replaced by
the proposed definition in the one place
where it appeared, and the definition
itself has been deleted.

3. Life-Threatening Suspected Adverse
Drug Reaction (SADR)

FDA proposed the term “life-
threatening suspected adverse drug
reaction (SADR)” to mean any SADR
that, in the view of the investigator or
sponsor, places the patient or subject at
immediate risk of death from the SADR
as it occurred. It does not include an
SADR that, had it occurred in a more
severe form, might have caused death.

(Comment 2) Several comments
agreed with FDA’s proposal to add the
term “or sponsor” to the definition of
life-threatening SADR. SADRs would be
reported as life-threatening if either the
investigator or sponsor considered them
to be life-threatening. However, several
comments expressed concern with
FDA'’s proposal. The comments stated
that a trained investigator is most
qualified to make the sometimes
subjective assessment of whether an
event is life-threatening and that this
determination often is best made by the
health-care professional or the reporter
who is in direct contact with the
patient. These comments also stated that
sponsors may exercise medical and
scientific judgment in deciding whether
expedited reporting is appropriate. One
comment stated that allowing a sponsor
to determine severity would change the
nature of the assessment and result in
increased reporting of events assessed
by those with often incomplete
information. One comment pointed out
that FDA’s rationale for expanding the
role of the sponsor is not supported by
the quote from the ICH E2A guidance in
the preamble to the proposed rule (68
FR 12406 at 12419) because the ICH
E2A guidance quote refers to causality

assessment, not assessment of
seriousness.

(Response) The agency agrees with
the comments that support expanding
this definition to include reporting of an
adverse event as life-threatening if
either the investigator or the sponsor
considers it to be life-threatening. The
agency believes that, in some cases, the
sponsor may not agree with the
investigator’s assessment that an
adverse event does not qualify as life-
threatening. In such cases, because these
events are critically important for the
identification of significant safety
problems, the agency believes that
broadening the definition to allow
sponsors to also make this assessment is
prudent and appropriate. While the
agency agrees with the comment that
pointed out that the preamble to the
proposed rule misinterpreted the quote
from the ICH E2A guidance, we
nonetheless believe that the revision to
the definition is consistent with the
overall intent of the ICH E2A guidance.

(Comment 3) Several comments
disagreed with the agency’s position
articulated in the preamble to the
proposed rule that reasons for any
differences of opinion between the
investigator and sponsor regarding a
determination that an SADR is life-
threatening would be included in the
IND safety report (68 FR 12406 at
12419). The comments argued that this
adds no value and is not appropriate or
necessary in all cases. In addition,
comments stated that obtaining the
investigator’s view when he or she
deems the event non-life-threatening
would be difficult.

(Response) The agency agrees that
reasons for differences of opinion
between the sponsor and investigator
are not always important and, therefore,
not necessary to include in the IND
safety report in all cases. Therefore, in
this final rule, the agency does not
require including the reasons for
differences of opinion in the IND safety
report. However, it is important that any
adverse event or suspected adverse
reaction considered life-threatening by
either the sponsor or the investigator be
reported as such.

(Comment 4) Some comments
suggested that FDA clarify the definition
of life-threatening to take into account
the role of other study staff making
safety observations. The comments
suggested that the definition be clarified
to state that investigators or sponsors
must evaluate information
communicated to them or recorded by
their qualified staff or agents and
transmit reportable information to the
sponsor or FDA. One comment
recommended that the definition be

modified to include contractors as well
as sponsors.

(Response) The agency does not agree
that the recommended revisions to the
definition are necessary because taking
the observations of staff into account is
inherent in the obligations of the
investigator. Any qualified study staff
could make pertinent safety
observations, and it is the investigator’s
responsibility in supervising the
conduct of the clinical investigation (see
§§312.53 and 312.60) to report adverse
experiences to the sponsor in
accordance with § 312.64. Further
information on the supervisory
responsibilities of investigators can be
obtained in the agency’s guidance for
industry entitled “Investigator
Responsibilities: Protecting the Rights,
Safety, and Welfare of Study Subjects”
(74 FR 55052, October 26, 2009).2 The
agency does not believe that it is
necessary to change the definition to
include contractors because, under
§312.52, a contract research
organization that assumes any
obligation of a sponsor must comply
with the applicable regulation.

4, Minimum Data Set

Under § 312.32(a), FDA proposed the
term “minimum data set” to mean that
“the report includes an identifiable
patient, an identifiable reporter, a
suspect drug product, and an SADR.”

(Comment 5) Two comments
requested further clarification regarding
the meaning of “identifiable” with
respect to the kind and amount of
information needed to meet the criteria
for an “identifiable patient” and
“identifiable reporter.” One comment
questioned whether patient
characteristics, such as age or gender,
would be adequate, or if the ability to
contact the patient is necessary.

(Response) As discussed in comments
13 and 14 of this document, because the
four elements of the minimum data set
are generally readily available in the
clinical trial setting, the agency has
determined that the definition and the
requirement are unnecessary and has
decided not to require a minimum data
set for IND safety reports as proposed in
§ 312.32(c). Because the agency is not
adopting this definition in the IND
safety reporting requirements, the
comments requesting clarification about

2Draft and final guidances for the Center for Drug
Evaluation and Research (CDER)-related
information are posted on the Internet at http://
www.fda.gov/Drugs/GuidanceCompliance
RegulatoryInformation/Guidances/default.htm. The
Center for Biologics Evaluation and Research
(CBER)-related information is posted at http://
www.fda.gov/BiologicsBloodVaccines/Guidance
ComplianceRegulatoryInformation/Guidances/
default.htm (21 U.S.C. 371(h), 21 CFR 10.115).


http://www.fda.gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/default.htm
http://www.fda.gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/default.htm
http://www.fda.gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/default.htm
http://www.fda.gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/default.htm
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/default.htm
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/default.htm
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/default.htm
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the elements of the definition are no
longer relevant.

5. Serious SADR

FDA proposed to define “serious
SADR” in the same way as the then-
current definition of “serious adverse
drug experience” under § 312.32(a) as
follows: “Serious SADR means any
SADR that results in any of the
following outcomes: Death, a life-
threatening SADR, inpatient
hospitalization or prolongation of
existing hospitalization, a persistent or
significant disability/incapacity, or a
congenital anomaly/birth defect.
Important medical events that may not
result in death, be life-threatening, or
require hospitalization may be
considered a serious SADR when, based
upon appropriate medical judgment,
they may jeopardize the patient or
subject and may require medical or
surgical intervention to prevent one of
the outcomes listed in this definition.
Examples of such medical events
include allergic bronchospasm requiring
intensive treatment in an emergency
room or at home, blood dyscrasias or
convulsions that do not result in
hospitalization, or the development of
drug dependency or drug abuse.”

(Comment 6) One comment suggested
that the definition of “serious SADR” be
revised to expressly allow the sponsor
to determine if an adverse event is
serious, in the absence of a reporter’s
assessment of seriousness.

(Response) For reasons similar to
those stated in Comment 2 of this
document (definition of life-
threatening), the agency agrees that the
definition of “serious adverse event or
serious suspected adverse reaction”
should be revised to allow the
determination that an adverse event or
suspected adverse reaction is “serious”
if either the investigator or sponsor
considers it serious. Therefore, the
agency has revised this definition to add
the phrase “in the view of either the
investigator or sponsor.”

6. Unexpected SADR

FDA proposed that the definition of
“unexpected SADR” be the same as the
then-current definition for “unexpected
adverse drug experience” under
§ 312.32(a), except that the following
sentence was added to make clear
which SADRs are considered
unexpected: “SADRs that are mentioned
in the investigator’s brochure as
occurring with a class of drugs but not
specifically mentioned as occurring
with the particular drug are considered
unexpected.”

(Comment 7) One comment stated
that in the proposed definition, the

“severity” standard is vague, leaving the
determination of “expectedness” to the
investigator’s judgment.

(Response) Unless a sponsor-
investigator is responsible for the
clinical trial, the sponsor, rather than
the investigator, generally determines if
a suspected adverse reaction is
unexpected for reporting purposes.
However, the agency acknowledges that
judgment is needed to decide if the
severity of a suspected adverse reaction
is greater than described in the
investigator brochure. The definition of
“unexpected adverse event or
unexpected suspected adverse reaction”
in the final rule includes an example of
a suspected adverse reaction that would
be considered unexpected by virtue of
its greater severity than other suspected
adverse reactions mentioned in the
investigator brochure (i.e., hepatic
necrosis would be considered
unexpected where the investigator
brochure includes elevated hepatic
enzymes or hepatitis).

(Comment 8) Another comment
recommended that FDA provide
guidance on what should be considered
“expected” for regulatory reporting
purposes, in particular, what safety
information to include in the
investigator brochure and what subset of
such information would be considered
“expected” (i.e., only those for which a
causal relationship is suspected,
reasonably established, or inferred
based on evidence). Some comments
stated that if the basis for evaluating
expectedness is that an event is listed in
the investigator’s brochure, sponsors
may add long lists of adverse events,
thereby delaying important safety
reports from being submitted to FDA.
One comment recommended that FDA
require that, until the applicable
reference safety information document
is officially updated (e.g., reprinted and
distributed) to include a new serious,
suspected adverse reaction (thereby
making it expected), all subsequent
reports of similar serious adverse drug
reactions be submitted expeditiously as
an IND safety report. Another comment
suggested adopting use of the
Developmental Core Safety Information
(DCSI) document, proposed by a CIOMS
Working Group, as the reference for
“expectedness” instead of the
investigator brochure because the DCSI
document contains only those adverse
events that, after careful analysis are
believed by the company to be likely
related to the drug (Refs. 2 and 3).

(Response) The purpose of the
investigator brochure is to provide the
investigator with information (clinical
and nonclinical) about the
investigational drug that is relevant to

study of the drug in human subjects.
The investigator brochure should
include the information that is
important for the investigator, who is
administering the drug to human
subjects, to know and understand. The
investigator brochure is required to
include information about the drug
substance and formulation,
pharmacological and toxicological
effects of the drug in animals (and in
humans, if known), pharmacokinetics
and biological disposition of the drug in
animals (and in humans, if known),
information relating to safety and
effectiveness in humans obtained from
prior clinical studies, and information
about possible risks and side effects to
be anticipated on the basis of prior
experience with the drug under
investigation or with related drugs, and
precautions or special monitoring to be
done as part of the investigational use
of the drug (see § 312.23(a)(5)).

In general, the investigator brochure
lists those adverse events that have been
observed with the investigational drug
and for which a causal relationship with
the drug is suspected or confirmed. It is
not appropriate for sponsors to add long
lists of adverse events that are unlikely
to have been caused by the drug to the
investigator brochure because such lists
could dilute the importance of clinically
meaningful risk information and as a
result, may put subjects at risk. The
sponsor needs to exercise judgment
when deciding if the threshold has been
reached for adding a newly observed
adverse event to the investigator
brochure. This decision usually
depends on the strength of the evidence
from individual or multiple cases and
previous knowledge about the drug or
drug class. In some cases, the threshold
for including an adverse event may be
lower if it could result in a significant
adverse outcome for trial participants.

The investigator brochure describes
adverse events that may be predicted to
occur based on the pharmacological
properties of the drug. For reporting
purposes, if an adverse event occurs that
has not previously been observed with
the drug under investigation, the event
is considered “unexpected.” To make
clear that such predicted adverse events
are considered “unexpected,” the final
rule revises the proposed definition of
“unexpected” to state explicitly that the
term also refers to adverse events or
suspected adverse reactions that are
mentioned in the investigator brochure
as occurring with a class of drugs or as
anticipated from the pharmacological
properties of the drug, but are not
specifically mentioned as occurring
with the particular drug under
investigation.
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The agency expects the sponsor to
update the investigator brochure on an
ongoing basis with new important safety
information. However, the agency agrees
with the comment that, until the
investigator brochure and other
applicable reference safety information
are updated to include a new serious,
suspected adverse reaction, subsequent
reports of similar serious, suspected
adverse reactions must be submitted
expeditiously in IND safety reports.

Finally, sponsors submit and the
agency accepts a variety of formats for
the investigator brochure. For this
reason, we are not formally adopting use
of the DCSI document in this final rule.
However, we agree that a sponsor could
incorporate a document such as the
DCSI into the investigator brochure for
use as the reference for “expectedness”
for reporting purposes if the DCSI
contains the required safety information
about the investigational drug.

B. Review of Safety Information—
Proposed § 312.32(b)

IND safety reporting regulations in
former § 312.32(b) required that
sponsors promptly review all
information relevant to the safety of the
drug obtained or otherwise received by
the sponsor from any source, foreign or
domestic. Examples of potential sources
of information in the former regulation
included information derived from any
clinical or epidemiological
investigations, animal investigations,
commercial marketing experience,
reports in the scientific literature, as
well as unpublished scientific papers,
and reports from foreign regulatory
authorities that had not been previously
reported to FDA by the sponsor.
Proposed § 312.32(b) would have
amended this requirement to include in
vitro studies as another example of a
potential source of information and to
clarify that “reports from commercial
marketing experience” is intended to
apply only to reports from foreign
commercial marketing experience for
drugs that are not marketed in the
United States. As proposed, reports
from IND studies of drugs that are
marketed in the United States would be
required to be reported as described
under § 312.32(c)(4), if applicable.

(Comment 9) One comment stated
that reportable information can come
from a wider variety of media or sources
than those listed in the proposed rule.
The comment maintained that
investigators or sponsors participating
in public or private meetings or
conferences can learn of reportable
events from colleagues or other
professionals. The comment
recommended that the list of potential

sources of reportable information
include such alternative sources.

(Response) The sponsor is required to
“promptly review all information
relevant to the safety of the drug
obtained or otherwise received by the
sponsor from foreign or domestic
sources, including information derived
from any clinical or epidemiological
investigations, animal or in vitro studies
* * *” (emphasis added). The sources
listed in the requirement are not all
inclusive, but represent examples of the
variety of sources that may yield safety
information. Therefore, the agency
agrees that reportable information can
come from sources other than those
listed in § 312.32(b) and that one such
source could be from public or private
meetings. However, the agency does not
believe that it is necessary to amend the
requirement to provide additional
examples.

(Comment 10) One comment agreed
with the clarification that reporting from
commercial marketing experience
applies only to foreign commercial
marketing experience for drugs that are
not marketed in the United States. The
comment requested that FDA further
make it clear that expedited reporting
under § 312.32 is not required for
reports from foreign commercial
marketing experience for a different
formulation of the same active moiety as
a drug product that is lawfully marketed
in the United States and that those
reports should be submitted to the most
appropriate new drug application (NDA)
for the active moiety.

(Response) As described further in
Comment 31 of this document, IND
safety reports are required under
§312.32(c)(4) for suspected adverse
reactions observed in clinical studies
that are being conducted under an IND
for a drug marketed or approved in the
United States. In general, an expedited
report from domestic or foreign
commercial marketing experience for a
drug lawfully marketed in the United
States would not be submitted to the
IND, but instead, must be submitted in
accordance with the relevant
postmarketing reporting requirements
(e.g., §§310.305, 314.80, and 600.80).
Similarly, a report of a suspected
adverse reaction from foreign marketing
experience for a different formulation of
the drug product (same active moiety)
that is lawfully marketed in the United
States must be submitted in accordance
with the relevant postmarketing
reporting requirements.

(Comment 11) One comment agreed
with the proposal to add in vitro studies
to the list of information that should be
reviewed by the sponsor in its ongoing
assessment of the safety of an

investigational drug. Some comments
stated that it would be helpful if FDA
could provide examples, in addition to
carcinogenicity, mutagenicity and
teratogenicity, of when safety data from
in vitro studies would yield relevant,
important information that should be
reviewed for IND reporting purposes.

(Response) Data from in vitro
microsusceptibility, drug interaction, or
genotoxicity studies are examples of
other data from in vitro studies that may
yield important safety information.

(Comment 12) One comment
expressed concern that once a sponsor
provides FDA with the animal and in
vitro studies, emails, and reports from
foreign regulatory authorities and any
other information it reviewed in
determining whether to report safety
information, FDA may have to make the
information publicly available under the
Freedom of Information Act (FOIA). The
comment stated that, before
implementing the requirement, FDA
should explain why these additional
data are needed and how they will be
handled for FOIA purposes. The
comment requested that the requirement
be withdrawn.

(Response) The agency uses the safety
information submitted by the sponsor,
from any source, to continually monitor
and evaluate the safety of the drug. Data
and information in an IND are disclosed
consistent with applicable statutes and
regulations. The requirements under
§ 312.130 describe the availability for
public disclosure of data and
information in an IND. The minor
clarifications made to these
requirements do not change these
protections against public disclosure.
Therefore, the agency declines to
withdraw the requirement as requested
by the comment.

C. IND Safety Reports (Requirement for
Minimum Data Set)—Proposed
§312.32(c)

FDA proposed to amend § 312.32(c) to
require that sponsors must not submit
an individual case safety report for an
SADR if the report does not contain a
minimum data set, but instead must
maintain records of any information
received or otherwise obtained for the
SADR along with a record of its efforts
to obtain a minimum data set. In the
preamble to the proposed rule, the
agency stated that sponsors should
include in any written IND safety
reports subsequently filed with FDA a
chronological history of their efforts to
acquire the minimum data set if there is
a delay in obtaining the information, but
that it was not necessary to include the
chronological history in IND safety
reports sent to investigators (68 FR
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12406 at 12424). In addition, FDA
proposed in § 312.32(c)(1)(i) that a
sponsor must submit an IND safety
report within 15 calendar days after
receipt by the sponsor of the minimum
data set for the SADR.

As noted in Comment 5 of this
document, the agency has reconsidered
the proposed requirement under
§ 312.32(c) that would have required
sponsors to only submit an individual
case safety report for an SADR if the
report contained a minimum data set.
Most IND safety reports are derived
from observations from clinical trials. In
the setting of a clinical trial, information
is collected in a controlled environment
where the four elements in the
definition of minimum data set, as well
as other information needed to evaluate
the suspected adverse reaction (e.g.,
information that would be contained in
a narrative report or on FDA Form
3500A), are generally readily available.
Accordingly, the agency has revised
§312.32(c)(1) to eliminate the minimum
data set language and to require instead
that the sponsor submit an IND safety
report after it determines that the
information qualifies for reporting
under § 312.32(c)(1)(1), (c)(1)(ii),
(c)(1)(iii), or (c)(1)(iv).

(Comment 13) One comment stated
that waiting for collection of all the
elements of the minimum data set,
especially for determination of
causality, could result in a significant
delay in reporting to FDA. The comment
requested clarification on when the
reporting timeclock would start.
Another comment requested
clarification on whether the date of
receipt of the minimum data set for the
SADR represents day zero or day one.

(Response) The reporting timeclock
starts (i.e., day zero) as soon as the
sponsor determines that the information
qualifies for reporting under
§312.32(c)(1)(1), (c)(1)(ii), (c)(1)(ii), or
(c)(1)(iv). For a serious and unexpected
suspected adverse reaction from a
clinical trial, this would be the day the
sponsor receives information from the
clinical investigator. If any information
necessary to evaluate and report the
suspected adverse reaction is missing or
unknown, the sponsor should actively
seek such information.

(Comment 14) Several comments
stated that including in an IND safety
report a chronological history of their
efforts to acquire the minimum data set
is inconsistent with standards for non-
U.S. regulators and the ICH E2A
guidance, adds no value, may lead to
potential legal risk in the event of
litigation, may impede electronic
transmission of individual case safety
reports, and will become an

administrative burden. Some comments
suggested that records of efforts to
obtain the minimum data set should be
maintained within the case record in the
sponsor’s files, available upon request
or during agency inspections. One
comment suggested FDA require
manufacturers to have procedures in
place to acquire a minimum data set.
One comment stated that the agency
needs to define the minimum
requirements for conducting due
diligence to avoid variation from
sponsor to sponsor. Another comment
recommended reinforcing the need for
sponsors to conduct followup activities
and for FDA to audit industry for
compliance. One comment requested
clarification on the sponsor’s timeframe
for maintaining records of its efforts to
obtain the minimum data set. One
comment pointed out that although FDA
stated in the preamble that the
chronological history included in the
IND safety report would not need to be
sent to investigators, this statement
creates conflict because sponsors must
tell investigators the same information
that is reported to FDA.

(Response) The agency agrees with
comments that including a
chronological history in an IND safety
report of efforts to acquire information
is not necessary and could be an
administrative burden without added
value. Accordingly, the proposed
requirement for a chronological history
has been deleted from § 312.32(c).
Under § 312.32(d)(1), sponsors are
required to promptly investigate all
safety information received, so it is
inherent in that requirement that
sponsors promptly and diligently
attempt to obtain the information
necessary for evaluating a suspected
adverse reaction. If critical information
is missing or unknown, the sponsor
should actively seek the information.
The regulations do not include specific
procedures for conducting or
documenting due diligence activities
because the agency recognizes that there
is more than one approach that would
be appropriate, depending on the
situation.

Similarly, because the minimum data
set requirement is no longer included,
the agency is not adopting the proposed
requirement in § 312.32(c) to maintain
records of any information received or
otherwise obtained for the SADR when
the sponsor does not have a reportable
minimum data set. The agency notes
that sponsors are required under
§312.57(c) to retain records and reports
required under part 312 (including
safety information received by the
sponsor) for 2 years after a marketing
application is approved for the drug or,

if an application is not approved for the
drug, until 2 years after shipment and
delivery of the drug for an
investigational use is discontinued and
FDA has been so notified. The agency
may audit these records as part of its
inspection process.

D. Serious and Unexpected SADR—
Proposed § 312.32(c)(1)(i)

In proposed § 312.32(c)(1)(i), FDA
proposed that the sponsor must notify
FDA and all participating investigators
in a written IND safety report of any
SADR that, based on the opinion of the
investigator or sponsor, is both serious
and unexpected, as soon as possible, but
in no case later than 15 calendar days
after receipt by the sponsor of the
minimum data set for the serious,
unexpected SADR. In addition, FDA
proposed that the sponsor must identify
all safety reports previously filed with
the IND concerning a similar SADR, and
must analyze the significance of the
SADR in light of the previous, similar
reports.

(Comment 15) One comment agreed
with the proposal that the assessment of
whether the event is serious or
unexpected be based on the opinion of
the “investigator or sponsor,” while
other comments expressed concern.
Several comments indicated that
investigators should not be required to
assess “expectedness.” One comment
stated that “expectednessx” is a
regulatory definition that would be
difficult for an investigator to apply in
a consistent manner. Another comment
suggested replacing the proposed
language with “any SADR that is serious
based on the opinion of the investigator
or sponsor and unexpected.”

(Response) The agency agrees that, in
contrast to the assessments of whether
an adverse event or suspected adverse
reaction is “serious” and “life-
threatening,” which require medical
judgment by the investigator or sponsor,
the assessment of whether an adverse
event or suspected adverse reaction is
“unexpected” in this context refers to a
regulatory definition (i.e., not listed in
the investigator brochure) that is more
appropriately applied by the sponsor.
The sponsor is usually in a better
position to assess the adverse event
information and determine whether the
adverse event is “unexpected” for
reporting purposes because the sponsor
has access to more information (e.g.,
from all the investigative sites in a
multi-center study). Therefore, the
agency has revised this proposed
requirement by deleting the phrase
“based on the opinion of the investigator
or sponsor,” which leaves this
determination to the sponsor.
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(Comment 16) Several comments
asked for clarification on various
aspects of the requirement to identify all
safety reports previously filed with the
IND concerning a similar SADR and to
analyze the significance of the SADR in
the context of the previous, similar
reports. One comment requested
clarification on the meaning of
“previously filed with the IND” and
whether this should include an analysis
of previous similar reports across
multiple open INDs or only a single
IND. The comment noted that there
could be company-sponsored IND
studies and investigator-sponsored IND
studies ongoing simultaneously, with
safety data stored in different places.
One comment requested clarification on
what constitutes a “similar” SADR and
on the meaning of “analyze the
significance.” This comment noted that
companies should already have
processes and procedures in place to
periodically review and analyze safety
data to detect “signals,” and asked
whether FDA expects an “analysis” for
postmarketing study reports filed to the
IND or all reports for the product,
including postmarketing spontaneous
reports. The comment suggested that
FDA remove this requirement for both
IND and postmarketing studies, since
for IND studies, companies should
already be performing these analyses
and updating their investigator
brochures with significant new safety
information, and for postmarketing
studies, analyses of all adverse events
are being performed in the periodic
safety update report (PSUR).

(Response) The agency expects the
analysis of the significance of the
suspected adverse reaction in the
context of similar reports to include all
INDs held by the sponsor and any other
relevant information of which the
sponsor is aware. To make this clear, the
agency revised the provision in final
§312.32(c)(1) to require that in each IND
safety report, the sponsor must identify
all IND safety reports previously
submitted to FDA concerning a similar
suspected adverse reaction, and must
analyze the significance of the
suspected adverse reaction in light of
previous, similar reports or any other
relevant information.

The agency declines to withdraw the
requirement as suggested by the
comment because we consider this
information to be critical for the ongoing
evaluation of the investigational drug’s
safety. Because this is not a new
requirement (see former
§312.32(c)(1)(ii)), the agency agrees that
companies should have processes in
place to periodically review and analyze
their safety data and update their

investigator brochures with significant
new safety information. This analysis
should include an evaluation of the
suspected adverse reaction in the
context of other related reports or
adverse events, including those that
may have occurred in postmarketing
studies.

(Comment 17) One comment asked
whether the IND safety report should be
sent only to investigators participating
in company-sponsored studies or to
studies conducted under all open INDs
for the product. One comment requested
that FDA clarify its expectations for
cross-reporting to investigators
participating in different trials under the
same IND or different INDs with the
same active moiety. One comment asked
if followup IND safety reports
containing only minor refinements are
to be sent to FDA and all investigators
who received the initial safety report or
only to FDA.

(Response) The sponsor must report
to any participating investigators under
all open INDs, including those held by
the sponsor and those to which the
sponsor provides the investigational
drug (investigator-sponsored). To make
this clear, the agency revised the
provision in § 312.32(c)(1) to require
that a sponsor notify FDA and all
participating investigators (i.e., all
investigators to whom the sponsor is
providing drug under its INDs or under
any investigator’s IND) in an IND safety
report of potential serious risks, from
clinical trials or any other source, as
soon as possible, but in no case later
than 15 calendar days after the sponsor
determines that the information
qualifies for reporting under
§312.32(c)(1)(1), (c)(1)(ii), (c)(1)(iii), or
(c)(1)(iv).

Followup reports should be sent to
investigators to inform and update them
about an important suspected adverse
reaction if it significantly affects the
care of the subjects or conduct of the
study. Minor refinements that do not
significantly affect care of subjects or
conduct of the study need to be sent to
FDA but need not be sent to
investigators. Such information may be
communicated to investigators in a
routine update of the investigator
brochure.

(Comment 18) As stated in Comment
1 of this document, there were many
comments opposed to FDA’s proposed
SADR definition, some of which
recommended against adopting the
proposed SADR definition, and instead,
urged FDA to clarify the types of
evidence that suggest there is a
reasonable possibility that a drug
product caused the adverse event.

(Response) Before submitting an IND
safety report under § 312.32(c)(1)(i), the
sponsor must determine that the event:
(1) Is serious, (2) is unexpected, and (3)
meets the definition of “suspected
adverse reaction” in §312.32(a) (i.e., that
there is a “reasonable possibility” that
the drug caused the event). These
criteria have not changed from former
§312.32(c)(1)(i)(A). Making this
determination will always require
judgment based on the best available
information.

Currently, sponsors often report in an
expedited manner serious adverse
events that may be due to the
underlying disease or that occur
commonly in the study population,
even when there is little reason to
believe that the drug caused the event.
Such reports are generally
uninformative and, therefore, do not
meaningfully contribute to the
developing safety profile of the drug.
The agency believes that clarifying what
evidence suggests a causal relationship
will increase the likelihood that
information reported to FDA will
meaningfully contribute to the
developing safety profile of the product
and improve the overall quality of safety
reporting.

Therefore, to assist sponsors with
determining whether an adverse event
meets the definition of suspected
adverse reaction, the agency revised the
proposed requirement under
§312.32(c)(1)(1) to make it clear that
sponsors are to report to FDA and all
participating investigators only if there
is evidence to suggest a causal
relationship between the drug and the
adverse event. Final §312.32(c)(1)(@d)
also provides the following examples:

¢ A single occurrence of an event that
is uncommon and known to be strongly
associated with drug exposure (e.g.,
angioedema, hepatic injury, Stevens-
Johnson Syndrome).

¢ One or more occurrences of an
event that is not commonly associated
with drug exposure, but is otherwise
uncommon in the population exposed
to the drug (e.g., tendon rupture).

¢ An aggregate analysis of specific
events observed in a clinical trial (such
as known consequences of the
underlying disease or condition under
investigation or other events that
commonly occur in the study
population independent of drug
therapy) that indicates those events
occur more frequently in the drug
treatment group than in a concurrent or
historical control group.

E. Alternative Reporting Arrangements

In the preamble to the proposed rule,
FDA acknowledged that the proposed
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definition of SADR (which defined
“reasonable possibility” to mean that the
causal relationship between a product
and a response to the product cannot be
ruled out) may result in submission of
numerous safety reports to the agency
for which the reported SADR is not
informative as a single report because it
is very likely to have been a
consequence of the patient’s disease.
FDA invited comment on use of
alternative reporting methods that
would minimize overreporting of
uninformative events and assure
submission of meaningful reports of
unexpected events. For example, one
such alternative would be to include in
study protocols or other documentation
a list of known consequences of the
disease that would not be submitted to
FDA in an expedited manner as
individual case safety reports (e.g.,
events that are endpoints of the study)
(68 FR 12406 at 12418).

(Comment 19) Some comments agreed
with the agency’s suggestion that
protocols could be written to exclude
specific disease-related events from
expedited reporting if these events are
study endpoints. Other comments
expressed concern that alternative
reporting methods would not have the
intended effect of reducing
overreporting and could exacerbate
problems with the proposed SADR
definition of reasonable possibility in
which the causal relationship “cannot
be ruled out.” They argued that
effectively eliminating clinical judgment
in reporting coupled with an ad hoc
exemption mechanism would lead to
different standards across clinical
programs, between different sponsors of
studies, and across FDA review
divisions. These comments further
pointed out that negotiating and
managing exemptions to expedited
reporting would place a significant
burden on FDA and companies and
would necessitate the creation of an
FDA structure and process to ensure
consistency across products. While
many of these comments recommended
against finalizing the proposed
definition, others suggested alternatives
(e.g., waiver provisions) to alleviate
overreporting caused by the proposed
definition. One comment recommended
that approaches to minimize
overreporting only be considered for
late stage development (i.e., Phase 3 and
4 studies). One comment recommended
that FDA mandate expanded reporting
for clinical trials only for those
companies that have had documented
poor performance in the past or for
clinical trials once a study or design has

been identified as posing a potential or
unforeseen risk to participants.

(Response) As previously described in
the response to Comment 1 of this
document, the agency is not adopting
the proposed SADR definition and,
instead, is adopting a definition of
“suspected adverse reaction” that relies
on clinical judgment to determine if
there is a reasonable possibility that the
drug caused the event. While FDA
believes this definition addresses many
of the concerns about overreporting, the
agency agrees with the comments that
stated that protocols could be written to
exclude from expedited reporting
specific disease-related events that are
study endpoints. The agency does not
believe that it is appropriate to report
study endpoints as IND safety reports
for trials that are designed to evaluate
the effect of the drug on disease-related
mortality or morbidity. Therefore, the
agency added the requirement at
§ 312.32(c)(5) that study endpoints (e.g.,
mortality or major morbidity) must be
reported to FDA by the sponsor as
described in the protocol and ordinarily
would not be reported under
§312.32(c). However, if a serious and
unexpected adverse event occurs for
which there is evidence suggesting a
causal relationship between the drug
and the event (e.g., death from
anaphylaxis), the event must be
reported under § 312.32(c)(1)(i) as a
serious and unexpected suspected
adverse reaction even if it is a
component of the study endpoint (e.g.,
all-cause mortality). FDA does not
believe that this requirement will pose
an additional burden on sponsors or the
agency because sponsors of large
outcome trials are accustomed to
describing in the protocol how mortality
or major morbidity endpoints will be
measured and analyzed, and FDA
review divisions are accustomed to
reviewing such protocols.

The agency does not agree that the
safety reporting requirements should be
revised, as suggested by the comment, to
address specific study or design risks or
company compliance. The agency is
authorized to require additional
reporting or inspection, or to take
action, on a case-by-case basis if, for
example, such problems expose human
subjects to unreasonable and significant
risk of illness or injury, or if the sponsor
does not comply with the requirements
under § 312.32 (see e.g., § 312.42
clinical holds and requests for
modifications, § 312.44 termination).

(Comment 20) Several comments
supported the use of alternative
reporting arrangements for serious
adverse events that are not the study
endpoints (e.g., known consequences of

the underlying disease or condition).
These comments recommended that
these events not be reported to FDA in
an expedited manner as individual case
safety reports, but be identified in the
study protocol with clear instructions
for handling, be monitored by the
sponsor, and be reported to the agency
if, in aggregate, it appears that the
product may be causing an increase in
these adverse events. One comment
endorsed this type of arrangement
because it offers the potential for
improvements in protocol design by
providing expanded opportunity for
sponsors to discuss the “ground rules”
for SADR reporting for specific studies
with the agency during the protocol
design phase. Two comments
recommended that FDA make clear to
investigators, sponsors, manufacturers,
and IRBs that such arrangements are
acceptable. One comment stated that
allowing this type of alternative
reporting arrangement will provide a
loophole for industry to underreport
adverse events.

(Response) Under former
§ 312.32(c)(3), sponsors were permitted
to propose alternative reporting formats
or frequencies for submitting IND safety
reports; this requirement has not
changed in this final rule. The agency
agrees with the comments
recommending that at the time of
protocol development the sponsor
identify the serious adverse events (i.e.,
known consequences of the disease or
those otherwise common in the study
population) that it plans not to report
individually in an expedited manner
but that it will monitor during the
course of the trial. FDA encourages use
of this process. Should an aggregate
analysis indicate that those events occur
more frequently in the drug treatment
group, the sponsor must then report that
information in an IND safety report
under § 312.32(c)(1)(i). However, the
agency recognizes that it is not possible,
nor desirable, to list in the protocol
every adverse event that may be
anticipated to occur in the study
population; the protocol should
therefore limit such a list to those events
that are common, even in the absence of
drug exposure. For example, in a long-
term osteoporosis trial in an elderly
population, it would be reasonable to
list myocardial infarction, but
unreasonable to list acute narrow angle
glaucoma—an event that can occur in
this elderly population, but is relatively
rare. In addition, the agency believes
that there may be other situations for
which alternative reporting
arrangements are appropriate based on
the clinical circumstances. For example,
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the agency may require a sponsor to
continue to report expeditiously a
medically significant suspected adverse
reaction that is listed in the investigator
brochure as observed with the drug (i.e.,
expected) so that its rate can be
carefully monitored. The agency may
also require an alternative reporting
format or frequency for clinical trials
once a study or design has been
identified as posing a potential or
unforeseen risk to participants. In other
instances, a sponsor may request that a
certain adverse event be submitted in a
different format or at a different
frequency than required. Section
312.32(c)(3) permits such arrangements.
The agency does not agree that allowing
alternative reporting formats or
frequencies creates loopholes for
sponsors to underreport, but believes
that such arrangements will lead to
greater vigilance since particular
adverse events of interest have been
identified in advance. The agency is
clarifying the language in former

§ 312.32(c)(3) that stated “FDA may
request a sponsor to submit IND safety
reports in a format or at a frequency
different than that required under this
paragraph” by replacing the word
“request” with “require” to better reflect
the existing process.

F. Unblinding

In the preamble to the proposed rule,
FDA noted that reports from blinded
clinical studies should have the blind
broken to identify the drug product, but
that alternative arrangements could be
made with FDA for exceptions to
breaking the blind for a clinical study in
which mortality or serious morbidities
are the clinical endpoint of the study.
FDA invited comment on whether the
blind should also be broken for other
serious SADRs that are not the clinical
endpoint of the study, but occur at a rate
high enough that the overall study blind
would be threatened if each such case
were individually unblinded (68 FR
12406 at 12420).

(Comment 21) Several comments
expressed concern that breaking the
blind to identify the suspect drug could
potentially bias both the sponsor and
investigator, and suggested alternatives
to unblinding so that sponsors and
investigators could remain blinded. In
addition, several comments responded
to FDA'’s request for comment on
whether the blind should be broken for
serious SADRs that are not the clinical
endpoint of the study. One comment
stated that for other serious SADRs (e.g.,
expected), if a safety signal is observed,
sponsors are obligated to unblind
studies for individual subject cases, but
other comments stated that medical

management of the subject who
experiences the serious SADR does not
always require unblinding. One
comment stated that the sponsor and
FDA should define in advance the
nature of such serious SADRs that
would not be subject to routine
expedited reporting and unblinding.
One comment stated that for studies in
which alternative arrangements have
been made to maintain the blind, FDA
should receive interim analyses,
disaggregated by group, which might
suggest increased overall dangers to
those getting the drug.

(Response) The agency believes that
the concerns expressed about breaking
the blind have been addressed by
clarifying the reporting requirements for
serious and unexpected suspected
adverse reactions (§312.32(c)(1)(i)) and
for study endpoints (§ 312.32(c)(5)), and
the provision permitting alternative
reporting arrangements (§ 312.32(c)(3)).
In particular, because there should
generally be no need to report study
endpoints in an IND safety report,
unblinding due to such endpoints
should typically not occur. In other
cases, however, where the serious,
unexpected, suspected adverse reaction
must be reported expeditiously, the
agency expects the blind to be broken.
Knowledge of the treatment received
may be essential for the medical
management of the subject and may
provide critical safety information about
the drug that could have implications
for the ongoing conduct of the trial (e.g.,
monitoring, informed consent). The
agency does not believe that unblinding
single or small numbers of informative
cases will compromise the integrity of
the study. However, if patient safety can
be assured without breaking the blind,
the agency encourages the sponsor to
discuss alternative reporting
arrangements with the appropriate FDA
review division. Any anticipated
alternative arrangements to maintain the
blind would need to be described in the
protocol, including identification of the
serious adverse events that will not be
reported on an individual basis and the
plan for monitoring and reporting
results to FDA.

(Comment 22) Several comments
made recommendations on the need for,
and role of independent data safety
monitoring boards (DSMBs), called Data
Monitoring Committees (DMCs) in
FDA'’s guidance for industry entitled
“Guidance for Clinical Trial Sponsors:
Establishment and Operation of Clinical
Trial Data Monitoring Committees” (71
FR 15421, March 28, 2006) (DMC
guidance). One comment stated that an
obligation to have an independent
DSMB would prevent routine

unblinding. Other comments
recommended the use of DSMBs that
have processes for vetting and reporting
adverse reactions to the agency,
including monitoring for increases in
disease-related complications. One
comment recommended that the agency
concurrently amend the IRB regulations
and guidelines to incorporate a mandate
of more frequent review of overall safety
data, including a requirement for an
independent safety monitoring
committee, under predefined
circumstances. Another comment urged
the agency to require a DSMB for all
Phase 3 studies and to also require that
sponsors provide DSMB reports to IRBs.
One comment said that clarity on the
role of the DSMB for Phase 3 and 4
studies when reviewing SADRs could
help reduce redundancy of SADR
reporting evaluations by IRBs, and allow
IRBs to more efficiently focus their
attention on local SADRSs.

(Response) The agency agrees that
DMCs can be useful for monitoring
adverse events and preventing routine
unblinding in certain trials. A DMC is
not required and is not necessary for
most studies, particularly those
evaluating symptomatic treatments.
DMCs are generally associated with a
large, randomized multisite trial that is
designed to evaluate treatments
intended to improve survival or reduce
the risk of major morbidity. In that case,
the independent DMC would be
expected to monitor serious events that
are study endpoints and also may assess
the rate of other known consequences of
the underlying disease or other events
that are common in the study
population. FDA’s DMC guidance also
notes another potential use for a DMC.
Some sponsors have used a DMC to
monitor the overall event rates as the
safety database accumulates in ongoing
studies (DMC guidance at p. 23). A DMC
could periodically analyze and evaluate
the aggregated, unblinded events in the
entire IND safety database to determine
if the drug is the suspected cause.
During these analyses, investigators and
study participants would remain
blinded. FDA’s DMC guidance also
provides more information on
determining the need for and the role of
a DMC. In addition, the agency’s
guidance for industry entitled
“Guidance for Clinical Investigators,
Sponsors, and IRBs: Adverse Event
Reporting—Improving Human Subject
Protection” provides recommendations
on efficient approaches to meeting the
requirements for reporting
unanticipated problems to IRBs (74 FR
2599, January 15, 2009).
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G. Information Sufficient to Consider
Product Administration Changes—
Proposed § 312.32(c)(1)(ii)

In addition to requiring sponsors to
provide written IND safety reports to
FDA and investigators for any serious
and unexpected adverse experience,
former § 312.32(c)(1)(i) required a
written IND safety report for “[alny
finding from tests in laboratory animals
that suggests a significant risk for
human subjects including reports of
mutagenicity, teratogenicity, or
carcinogenicity.” FDA proposed to
revise this requirement to require
sponsors to submit a written IND safety
report if the sponsor receives
information sufficient to consider
product administration changes. The
proposed rule described information
sufficient to consider product
administration changes as “information
that, based on appropriate medical
judgment, might materially influence
the benefit-risk assessment of an
investigational drug or that would be
sufficient to consider changes in either
product administration or in the overall
conduct of a clinical investigation” (68
FR 12406 at 12476). Examples of the
types of information that might give rise
to such a report were described as “any
significant unanticipated safety finding
or data in the aggregate from an in vitro,
animal, epidemiological, or clinical
study, whether or not conducted under
an IND, that suggests a significant
human risk, such as reports of
mutagenicity, teratogenicity, or
carcinogenicity or reports of a lack of
efficacy with a drug product used in
treating a life-threatening or serious
disease” (68 FR 12406 at 12476).

(Comment 23) Several comments
maintained that the threshold for
submission of this category of IND
safety report—information sufficient to
consider product administration
changes—needs clarification. Some
comments stated the “information
sufficient to consider product
administration changes” is too vague a
criterion on which to base a reporting
requirement and that “product
administration” may have different
interpretations in the context of safety.
Some comments pointed out that there
is ongoing “consideration” of the
implications, for product
administration, of information that
emerges during the conduct of a trial
and often, upon consideration, it will be
concluded that no changes are needed.
Some comments recommended that
there be an IND safety report only in the
event of a product administration
change or other change in the conduct
of the investigation. One comment

recommended that FDA consider the
implications (e.g., potential confusion)
of informing investigators about
information sufficient to consider
product administration changes before a
decision has been made about whether
to make a change. That comment
recommended that only FDA receive the
information sufficient to consider
product administration changes and that
the investigator be notified only in the
event of an actual product
administration change. Some comments
pointed out that the proposed language
does not differentiate among the range
of possible product administration
changes and thus would seem to require
an expedited report for minor changes
that do not warrant expedited reporting.
The comments suggested that there be
expedited reporting only in the event of
significant product administration
changes. One comment stated that
information sufficient to consider
product administration changes is a
reasonable category for an IND safety
report. The comment asked that FDA
clarify that significant risk to humans is
intended to include instances of
significant impairment or dysfunction.

(Response) The agency concurs that,
as proposed, the requirement may be
confusing. In response to comments, the
agency has revised the proposed
requirement for reporting data or
findings from clinical or
epidemiological studies to address the
concerns about vagueness of terms and
criteria that could lead to differences in
interpretation. The revised requirement
eliminates the association with “product
administration changes” and makes
clear the types of findings that would
trigger the requirement to report under
this provision. In addition, the revised
requirement also makes clear that the
findings from clinical studies that are
subject to this requirement are other
than those reported under
§312.32(c)(1)() (e.g., findings from a
drug interaction study). The agency has
revised § 312.32(c)(1)(ii) to require the
sponsor to report any findings from
epidemiological studies, pooled analysis
of multiple studies, or clinical studies
(other than those reported under
§312.32(c)(1)(i)),whether or not
conducted under an IND and whether or
not conducted by the sponsor, that
suggest a significant risk in humans
exposed to the drug. The provision goes
on to state that, ordinarily, such a
finding would result in a safety-related
change in the protocol, informed
consent, investigator brochure
(excluding routine updates of these
documents), or other aspects of the

overall conduct of the clinical
investigation.

These changes to the proposed
requirement also address the comments
concerned about potentially
prematurely notifying all investigators
prior to conclusively determining
whether a finding might change the
product administration or conduct of
the investigation because the sponsor
would report to FDA and notify all
participating investigators, as required
by § 312.32(c)(1), after that
determination has been made by the
Sponsor.

In addition, FDA agrees with the
comment that “significant risk in
humans” would include instances of
significant impairment or dysfunction.

(Comment 24) One comment asked
that FDA clarify what is meant by
“might materially influence the benefit-
risk assessment” (68 FR 12406 at 12476).
The comment pointed out that a literal
interpretation would require an IND
safety report for a finding that is
favorable to the benefit-risk assessment
as well as a finding that is unfavorable
to the benefit-risk assessment, but
would have no effect on the clinical use
of the drug. Another comment
maintained that the term benefit-risk
has no clear meaning in the premarket
context because efficacy has not been
proven, i.e., there is no established
benefit for the product being studied.

(Response) The agency agrees that the
proposed requirement may be
confusing. Therefore, the agency has not
included the phrase “might materially
influence the benefit-risk assessment” in
§312.32(c)(1)(ii).

(Comment 25) Some comments
questioned FDA’s intent and otherwise
expressed concern about requiring IND
safety reports of lack of efficacy for a
drug intended to treat a life-threatening
or serious disease. One comment
pointed out that “lack of efficacy” is
rarely used in the clinical trial setting to
refer to cases of disease progression or
nonresponders. The comment
maintained that because of the difficulty
in judging lack of efficacy, such reports
should be limited to cases in which the
investigator has specifically determined
that there was lack of efficacy. One
comment maintained that the term is
incongruous in the clinical trial setting
because efficacy of the drug has not
been demonstrated. One comment
pointed out that the term “lack of
efficacy” is not used consistently
throughout the proposed rule (i.e.,
premarket compared to postmarket
setting).

(Response) The agency agrees with
the comment stating that the term “lack
of efficacy” is incongruous in the



Federal Register/Vol. 75, No. 188/ Wednesday, September 29, 2010/Rules and Regulations

59949

clinical trial setting because the
effectiveness of the drug has generally
not been established. Therefore, the
final rule does not include this
proposed provision.

(Comment 26) One comment stated
that in vitro and animal findings should
not be lumped together with clinical
findings for purposes of the information
sufficient to consider product
administration changes IND safety
reports because in vitro and animal
findings typically are assessed
differently than clinical findings. The
comment also argued that there is
significant variation in the
interpretation of the current reporting
requirements for nonclinical findings
and recommended establishing distinct,
well-defined criteria for reporting of
nonclinical findings. The comment
recommended a separate safety report
for animal and in vitro findings with the
following criteria: (1) A drug-related
finding, (2) an unanticipated finding,
and (3) a finding that suggests a serious
risk to humans. The comment further
maintained that the company’s core
safety information about the drug
should be the basis for determining
whether the finding is unanticipated
and the term “serious” should be
defined, in this context, as suggesting a
significant human risk, including, but
not limited to, reports of
carcinogenicity, mutagenicity, or
teratogenicity.

(Response) The agency agrees that the
way in which in vitro and animal
findings are assessed differs from
clinical findings. To make this
distinction clear, the agency has revised
the proposed requirement to separate
reports of findings from nonclinical and
clinical studies. Under
§312.32(c)(1)(iii), the sponsor must
report any findings from any animal or
in vitro testing, whether or not
conducted by the sponsor, that suggest
a significant risk in humans exposed to
the drug, such as reports of
mutagenicity, teratogenicity,
carcinogenicity, or reports of significant
organ toxicity at or near the expected
human exposure. The provision states
that, ordinarily, any such findings
would result in a safety-related change
in the protocol, informed consent,
investigator brochure (excluding routine
updates of these documents), or other
aspects of the overall conduct of the
clinical investigation.

The revised requirement also
eliminates the terms “unanticipated”
and “serious.” The agency agrees with
the comment that an unanticipated,
drug-related finding that suggests a
significant risk to humans would meet
the requirement for reporting.

(Comment 27) Two comments asked
FDA to clarify the scope of what is
meant by “an animal finding suggestive
of significant human safety risk.” One
comment asked whether there are any
animal findings other than
carcinogenicity, mutagenicity, or
teratogenicity that would be considered
a significant human safety risk and
whether a finding needs to originate
from a reproducible validated controlled
model. One comment stated that the
final rule should state explicitly that
only those findings of carcinogenicity,
mutagenicity, or teratogenicity that the
sponsor considers suggestive of
significant risk to humans should be
reported. The comment pointed out that
some carcinogenicity, mutagenicity, and
teratogenicity findings are known to be
species-specific or for other reasons
known not to suggest significant
potential human risk and thus should
not be subject to expedited reporting.
Another comment suggested a
distinction be made between a
nonclinical finding that requires
“changes in either product
administration or in the overall conduct
of a clinical investigation” as opposed to
a nonclinical finding that requires
information only (e.g., action is limited
to a nonurgent update of the investigator
brochure and informed consent).

(Response) The requirement has been
revised to make it clear that, ordinarily,
a finding would be considered
suggestive of a significant risk in
humans if it results in a safety-related
change in the protocol, informed
consent, investigator brochure, or other
aspects of the overall conduct of the
clinical investigation. Nonurgent,
routine updates to the investigator
brochure and informed consent would
not meet the criteria for reporting under
this provision and should not be
reported in an expedited IND safety
report.

The sponsor must determine whether
a finding suggests a significant risk in
humans in order for the finding to be
reportable. Animal findings such as
carcinogenicity, mutagenicity or
teratogenicity are meant to be examples
of the types of findings that could
suggest a significant human risk, but
there are others that could meet the
criteria for reporting. For clarity, the
agency added another example in
§312.32(c)(1)(iii) (i.e., reports of
significant organ toxicity at or near the
expected human exposure). Findings
from animal studies do not necessarily
need to be replicated to meet the criteria
for expedited reporting to FDA. For
example, the agency would not expect
a long-term carcinogenicity study to be
replicated if findings from the original

study suggested a significant risk to
humans. The validity of the model
would be a factor taken into account in
evaluating the strength of the evidence
of significant risk.

(Comment 28) Many comments
expressed concern about in vitro testing
alone as a basis for an IND safety report.
One comment pointed out that certain
types of in vitro findings that are known
to be associated with an increased risk
of carcinogenicity or mutagenicity are
always reported, but other findings are
not obviously worthy of reporting. Some
comments argued that expanding the
scope of expedited reporting to include
in vitro testing is not warranted or
useful. Some comments maintained that
in vitro testing is often exploratory and
not validated and thus lends itself to
unanticipated findings, but the clinical
implications of in vitro testing are often
not understood until later when the data
can be assessed in light of animal or
clinical findings. Given this delay in the
interpretability of in vitro findings, the
comments asked FDA to clarify when an
in vitro finding becomes reportable for
purposes of an IND safety report. Some
comments argued that the increased
reporting burden for in vitro findings
would result in large numbers of
uninformative reports that would
burden FDA and dilute the impact of
truly informative safety reports. Some
comments also maintained that
expanded reporting requirements may
deter sponsors from conducting the
kinds of in vitro testing that could
reduce the number of animal studies
needed.

(Response) In response to comments
and as stated in Comments 26 and 27,
the agency has revised the proposed
requirement § 312.32(c)(1)(iii) to make it
clear that an in vitro or animal finding
is reportable for the purposes of an IND
safety report if it suggests a significant
risk in humans exposed to the drug. The
sponsor would not report an in vitro
finding in an expedited report unless it
determined that the finding suggests a
significant risk in humans.

(Comment 29) Some comments asked
FDA to clarify the timeframe for
reporting under this requirement,
including when in vitro and animal
studies become reportable sources of
safety information by explaining how
“the determination by the sponsor that
the information qualifies for reporting
under this paragraph” applies to
nonclinical findings. One comment
suggested that the reporting clock for in
vitro and animal findings start on the
date the final study report is completed.
One comment asked that FDA clarify
that the day that the 15-day period
begins is day zero and not day one.
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(Response) The agency believes that
the revisions to this requirement have
sufficiently detailed how information
qualifies for reporting by providing
examples of the outcome of such a
finding (i.e., the finding would
ordinarily result in a safety-related
change in the protocol, informed
consent, investigator brochure, or in
other aspects of the overall conduct of
the clinical investigation). The 15—day
reporting clock begins (i.e., day zero) on
the day that the sponsor determines that
a finding suggests a significant risk in
humans. In general, it is not necessary
for a final study report to be completed
before a sponsor is able to make this
determination.

H. Submission of Written Reports—
Proposed § 312.32(c)(1)(iii)

Under proposed § 312.32(c)(1)(iii),
FDA proposed that each written report
may be submitted on an FDA Form
3500A or in a narrative format. Foreign
SADRs may be submitted on an FDA
Form 3500A or on a CIOMS I form. FDA
also proposed that reports of overall
findings or data in the aggregate from
published and unpublished in vitro,
animal, epidemiological, or clinical
studies must be submitted in a narrative
format. In addition, FDA proposed to
require that each written notice bear
prominent identification of its contents
and be transmitted to the FDA review
division that has responsibility for the
review of the IND. FDA also proposed
to require that if the agency determines
that additional data are needed, FDA
may require further data to be
submitted.

The agency has also revised the
requirement (final § 312.32(c)(1)(v)) to
allow for electronic submission of these
reports because the agency anticipates
that these reports will be submitted by
means other than paper in the future. In
addition, the agency has revised the
requirement to make clear that the
period of time for submitting additional
data requested by the agency is 15
calendar days, the same as required
under § 312.32(d) for submitting
followup information. The time for
submission of this additional
information was not specified in the
proposed rule.

(Comment 30) Two comments asked if
the agency would accept the CIOMS I
form for reporting domestic SADRs. One
comment strongly recommended that
the CIOMS I form be acceptable for
reporting domestic SADRs because it
would decrease workload burden,
enhance timeliness compliance with
reporting timeframes, and integrate
globally accepted formats.

(Response) FDA will continue, as
proposed, the current practice of
permitting submission of IND safety
reports on FDA Form 3500A or in a
narrative format for reports of domestic
suspected adverse reactions and on FDA
Form 35004, in a narrative format or on
a CIOMS I form for reports of foreign
suspected adverse reactions. FDA
declines to permit submission of
domestic suspected adverse reactions on
the CIOMS I form because the CIOMS I
form has fewer data elements than FDA
Form 3500A (see 60 FR 11284 at 11287,
March 1, 1995; 62 FR 52237 at 52246,
October 7, 1997) and FDA believes the
additional data elements are useful for
evaluating the report. FDA is continuing
to accept the CIOMS I form for foreign
reports because we believe that
harmonization facilitates compliance
with the reporting requirements, thereby
expediting FDA'’s receipt of foreign
suspected adverse reaction reports. In
the future, the agency anticipates that
electronic reporting of suspected
adverse reactions will replace the use of
paper forms.

I. Telephone and Facsimile
Transmission Safety Reports—Proposed
§312.32(c)(2)

FDA proposed to require that the
sponsor notify FDA by telephone or by
facsimile transmission of any
unexpected fatal or life-threatening
SADR based on the opinion of the
investigator or sponsor as soon as
possible but in no case later than 7
calendar days after receipt by the
sponsor of the minimum data set.

Because the agency anticipates that
these reports will be submitted by
means other than telephone or facsimile
in the future (e.g., electronically), the
agency has revised the requirement to
eliminate the specificity that these
reports be submitted only by telephone
or facsimile. The agency also changed
the paragraph heading to “Unexpected
fatal or life-threatening suspected
adverse reaction reports.” For
consistency with the agency’s decision
that assessment of whether the event is
serious and unexpected should be based
on the opinion of the sponsor (not the
investigator), the agency eliminated the
phrase “based on the opinion of the
investigator or sponsor” (see comment
15 of this document and
§312.32(c)(1)(i)). For consistency with
the agency’s decision to eliminate the
definition of “minimum data set,” the
agency replaced the phrase “after receipt
by the sponsor of the minimum data set”
in the proposed codified with “after the
sponsor’s initial receipt of the
information” (see section III.C of this
document).

J. Investigations of Marketed Drugs—
Proposed § 312.32(c)(4)

FDA proposed that “a sponsor of a
clinical study under an IND for a drug
marketed in the United States is only
required to submit IND safety reports to
FDA (review division that has
responsibility for the IND) for SADRs
from the clinical study itself, whether
from domestic or foreign study sites of
the IND.” As proposed, the sponsor
would also be required to submit to
FDA safety information from these
clinical studies as prescribed by the
postmarketing safety reporting
requirements under §§310.305, 314.80,
and 600.80.

(Comment 31) One comment
supported the clarification of this
requirement. Other comments requested
further clarification. One comment
asked what should be submitted to the
IND from foreign studies not conducted
under an IND (e.g., Phase 1-3 studies,
Phase 4 postmarketing studies), both
before and after a U.S. NDA is approved.
One comment recommended that FDA
finalize a provision to require that
serious, unexpected SADRs that occur
in studies not being conducted under an
IND be submitted as expedited reports
to an IND, if one exists. This comment
also requested that FDA clarify whether
serious, unexpected SADRs observed in
IND-exempt studies of marketed drugs
are required to be submitted to both an
IND if one exists and the NDA. The
comment recommended submitting
these cases only to the NDA. One
comment stated that although the
requirement references the
postmarketing safety reporting
requirements, the postmarketing
requirements do not mention foreign
studies. This comment requested that
FDA clarify the postmarketing
requirements. Another comment stated
that for products marketed and being
studied globally, it is confusing to
decide on the appropriate route of
reporting given the different licensed
status of products in different countries
and different indications being
investigated. This comment
recommended that FDA provide a
centralized reporting location so that
FDA could route and file the report to
the appropriate application.

(Response) The only reports that must
be submitted to an IND for a drug
marketed or approved in the United
States are those arising from a study
conducted under the IND (at domestic
or foreign sites). All other reports (e.g.,
marketing experience, studies not under
an IND), must be reported in accordance
with the relevant postmarketing safety
reporting requirements. In response to
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the comments, the agency clarified

§ 312.32(c)(4) to state that a sponsor of
a clinical study of a drug marketed or
approved in the United States that is
conducted under an IND is required to
submit IND safety reports for suspected
adverse reactions that are observed in

the clinical study at domestic or foreign
study sites. The sponsor must also
submit safety information from the
clinical study as prescribed by the
postmarketing safety reporting
requirements (e.g., §§310.305, 314.80,
and 600.80).

Table 2 of this document summarizes
the reporting requirements for the
various scenarios identified in the
comments about submitting safety
reports from a clinical study.

TABLE 2.—SAFETY REPORTING REQUIREMENTS FROM CLINICAL STUDIES?

Drug Tﬁgkgaﬁggrsﬁgt%g’?"edz in Under U.S. IND? Trial site Must report to IND? mg"rﬁgtﬁ;%pf’erégif;rggﬁt{s?
Yes Yes U.S. or Foreign Yes Yes
Yes No U.S. or Foreign No Yes
No Yes U.S.or Foreign Yes
No No Foreign

1 Areas in the table are left blank when an IND or marketing application would not exist.
2|f a drug is approved in the United States, but is not currently being marketed in the United States, the postmarketing requirements would still

apply.

The agency does not agree with the
comment that stated that the
postmarketing requirements do not
mention foreign studies. The
postmarketing reporting requirements
do apply to postmarketing studies
conducted at foreign sites if the drug is
marketed in the United States. For
example, §§314.80(b) and 600.80(b)
require applicants to review all adverse
drug experience information from any
source, “foreign or domestic,” and
§§ 314.80(e) and 600.80(b) require
expedited reporting from a
postmarketing study, whether or not
conducted under an IND, if there is a
reasonable possibility that the drug
caused the adverse experience.

In addition, the agency revised the
proposed language listing the
postmarketing safety reporting
requirements by including the
parenthetical “(e.g., §§ 310.305, 314.80,
and 600.80),” thereby clarifying that the
listed postmarketing regulations are
examples and other postmarketing
safety reporting requirements may apply
(e.g., reports related to certain over-the-
counter (OTC) products under the
Dietary Supplement and
Nonprescription Drug Consumer
Protection Act (Public Law 109-462);
records regarding blood or blood
products under § 606.170).

With respect to submitting reports to
FDA to one central location, currently,
postmarketing safety reports are entered
into the Adverse Event Reporting
System (AERS) database, whereas IND
safety reports are sent directly to the
review division that has responsibility
for the review of the IND. Current
capabilities do not permit direct
electronic submission through a Web-
based system. However, FDA is

committed to adapting its business
practices to evolving technology,
including using the significant
advancements in Web-based, electronic
systems. We anticipate that, in future
rulemakings, Web-based filing of most
submissions will eventually be required.
We anticipate that when such a change
to an electronic submission system is
implemented, future guidance will
address any technical questions related
to such submissions. Until such time
that FDA develops a system to route and
manage IND safety reports within the
AERS database, or another database, the
sponsor must submit them in the
manner described in the regulations and
to the appropriate FDA location
identified in the regulations.

K. Followup—Proposed § 312.32(d)

Section 312.32(d) provides the
requirements for investigating and
submitting followup information to an
IND safety report, making minor
revisions in § 312.32(d)(2) to clarify how
relevant followup information
submitted under this paragraph must be
identified (i.e., “Followup IND Safety
Report”). The agency proposed revising
the terminology in § 312.32(d)(3) to be
consistent with the proposed use of the
term SADR. The terminology in
§312.32(d)(3) is consistent with terms
used in the final rule. Former
§312.32(d)(4) required that results of a
sponsor’s investigation of other safety
information must be submitted, as
appropriate, in an information
amendment or annual report. The
agency has eliminated this requirement
because it is redundant—§§ 312.31 and
312.33 contain the submission
requirements for information
amendments and annual reports.

L. Disclaimer—Proposed § 312.32(e)

The agency proposed revising the
terminology in § 312.32(e) to be
consistent with the proposed use of the
term SADR. The terminology in
§312.32(e) is consistent with terms used
in the final rule.

M. Annual Reports

Although the agency did not propose
any changes to the IND annual reporting
requirements, FDA stated in the
preamble to the proposed rule that it
would not require reports of an increase
in the rate of occurrence of expected,
serious SADRs to be submitted to the
agency in an expedited manner. The
agency stated that instead, sponsors
should report this information to FDA
in their IND annual reports under
§312.33(b)(1) (68 FR at 12406 at 12425).

(Comment 32) One comment
disagreed with FDA’s proposal to
deviate from the ICH E2A guidance,
which recommends rapid
communication to regulatory authorities
for an increase in the rate of occurrence
of an “expected,” serious ADR that is
judged to be clinically important (60 FR
11284 at 11286), because expedited
reporting of this information may alert
FDA to situations of more widespread
and serious risks than were previously
known or of use in populations that had
not been previously identified as at risk.
One comment agreed with the agency’s
departure from the ICH E2A guidance
recommendation for expedited reporting
of increased frequency of serious,
expected SADRs. However, it
questioned the utility of including this
information in the IND annual report, as
proposed by FDA. The comment stated
that including this information may be
difficult, given the timing of various
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clinical trials relative to the IND annual
reporting cycle. The comment suggested
that rather than requiring increased
frequency analysis of serious SADRs in
IND annual reports, sponsors should
routinely review incidence rates of all
serious and nonserious adverse events
within their clinical program, and report
any significant changes in the IND
annual report, when detected. Another
comment recommended that the agency
provide guidance on what would be
deemed a “clinically important”
increased rate of reports. The comment
asked that FDA explain what the value
added of such reporting is, given the
agency’s statements that such reports
have limited reliability and have proven
to be of little value in identifying
increased incidences of serious, labeled
events in the postmarketing setting (see
62 FR 34166, June 25, 1997).

(Response) To be consistent with the
recommendations in the ICH E2A
guidance and in response to comments
about reporting serious )“expected”
SADREs, the agency is adding a
requirement under § 312.32(c)(1)(iv) that
the sponsor expeditiously report any
clinically important increase in the rate
of a serious suspected adverse reaction
over that listed in the protocol or
investigator brochure. The agency
acknowledges that baseline incidence
rates from clinical trial data as a basis
for comparison may not be available in
all cases, and as explained in the
preamble to the proposed rule (68 FR
12406 at 12425), for this reason, FDA
did not explicitly propose to require
these reports in the proposed rule.
However, the agency believes that when
rates are available, a clinically
important increase provides important
safety information and warrants
expedited, rather than annual, reporting.
Deciding if an increase in the rate of a
serious suspected adverse reaction over
that listed in the protocol or investigator
brochure is ) “clinically important” is a
matter of judgment based on a variety of
factors including the study population,
the nature and seriousness of the
reaction, and the magnitude of the
observed increase in rate.

The agency also agrees with the
comment that sponsors should routinely
review incidence rates of all serious and
nonserious adverse events within their
clinical program and expects that this is
current practice within the industry. If
a clinically important increase in a
serious suspected adverse reaction is
identified when compared to the rate
described in the protocol or investigator
brochure, the sponsor must report it to
FDA expeditiously. Changes in
incidence rates for the most frequent

nonserious adverse events would be
reported in the IND annual report.

In response to the comment that
requested clarification on the utility of
these reports in the premarket setting
when they have proven to be of little
value in the postmarketing setting, the
agency believes that there are
differences between the premarket
setting (where these reports would
usually be based on incidence rates
from clinical trials) and the
postmarketing setting (where estimation
of incidence rates from spontaneous
reports is more difficult because, for
example, the size of the exposed
population is unknown). The agency
believes that these reports contribute
information important for
understanding and updating the safety
profile of the investigational drug
product.

(Comment 33) Another comment
noted that although FDA’s proposed
rule did not address the U.S. IND
annual reporting requirements, it
recommended that they be modified to
be consistent with the ICH and EU
annual reports in light of the
finalization of the EU Clinical Trial
Directive 2001/20/EC and the
publication of their final detailed
guidance.

(Response) The agency has been
participating in the development of the
ICH draft guidance, entitled “E2F
Developmental Safety Update Report”
(DSUR draft guidance), that describes
the format, content, and timing for
periodic reporting for an investigational
drug. As stated in the notice announcing
the availability of the DSUR draft
guidance, the DSUR would serve as an
internationally harmonized, annual
clinical trial safety report that could be
submitted in the United States in place
of an annual report for an IND (73 FR
45462, August 5, 2008). After the DSUR
draft guidance is finalized, the agency
will evaluate the need to revise our IND
annual reporting requirements to take
into account international standards and
recommendations.

(Comment 34) One comment
requested clarification of IND annual
reporting after an NDA has been
approved and clinical studies continue
under the IND, particularly in light of
adoption of the PSUR, which includes
clinical study data. The comment asked
if safety sections in the IND annual
report would be required after the NDA
has been approved and the PSUR format
is then being followed. The comment
also requested clarification on whether
the data cutoff date would be the IND
effective date, the NDA approval date,
or the international birth date.

(Response) Clinical development of a
drug frequently continues even after it
has been approved for marketing (e.g.,
for new indications, new dosage
strengths, different populations).
Therefore, the IND annual report
continues to be important for evaluating
and monitoring the safety of the drug. In
addition, the DSUR draft guidance
discusses the relationship between the
DSUR and PSUR when clinical studies
continue after a drug is approved for
marketing, and when to initiate a DSUR
for a marketed product. The guidance
recommends that once a drug has
received marketing approval in any
country or region, and clinical trials
continue or are initiated, both a PSUR
and a DSUR should be prepared in
accordance with directions from local
authorities (DSUR draft guidance at p.
7). After the DSUR draft guidance is
finalized, the agency will consider
whether to revise our IND annual
reporting requirements to take into
account its current thinking on the
issue, including adopting an
international birthdate. Until that time,
the data cutoff date for the IND annual
report is the IND effective date because
the annual report must be submitted to
FDA within 60 days of the anniversary
of the date that the IND went into effect
(see §312.33).

N. Investigator Reports—Proposed
§312.64(b)

FDA proposed to require that an
investigator report to the sponsor any
serious SADR immediately and any
other SADR promptly unless the
protocol or investigator’s brochure
specifies a different timetable for
reporting the SADR.

(Comment 35) One comment
suggested that FDA require investigators
to report all protocol-defined treatment-
emergent adverse events (TEAEs)
expeditiously regardless of their causal
attribution, but record their causality
assessment when reporting such events.
The comment defined a TEAE as an
event that emerges during treatment
having been absent pretreatment, or
worsens relative to the pretreatment
state. The comment stated that if the
agency’s SADR definition is
implemented as proposed, it is
conceivable that investigators will not
report certain TEAEs if they feel a
causal relationship can be ruled out.
Because there are no standard
guidelines for ruling out a possible
causal relationship, there could be
inconsistent causality assessments and
adverse event reporting across study
sites. Another comment stated that
applying the SADR definition to
investigator reporting could result in
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underreporting of serious adverse
events. The comment maintained that
the investigator should report all serious
adverse events to the sponsor, without
making a causality assessment. The
comment further stated that the
proposed approach would not be in
harmony with ICH standards and
European regulatory requirements,
which require that all serious adverse
events be immediately reported to the
sponsor. One comment stated that
investigators provide an important and
informed medical review of causality,
especially in the presence of complex
disease states where many adverse
events occur as a result of the
underlying disease process. The
comment suggested that FDA provide
clear guidance on reportable causality.
(Response) As noted in Comment 1 of
this document, the agency has decided
not to adopt the proposed SADR
definition. FDA believes that there is
more uncertainty when assessment of
causality is based on an individual
event rather than on aggregate data. The
agency also believes that the sponsor is
better positioned than the individual
investigator to assess the overall safety
of the investigational drug because the
sponsor has access to serious adverse
event reports from multiple study sites
and is able to aggregate and analyze
these reports. Therefore, the agency has
determined that the sponsors should
immediately receive reports from
investigators of any serious adverse
events, without regard to causality.
However, the agency agrees that,
because the investigator is
knowledgeable about the human subject
(e.g., medical history, concomitant
medications), administers the
investigational drug, and monitors the
subject’s response to the drug, the
investigator’s view on the causal
relationship between an adverse event
and the investigational drug is
important, especially in the presence of
complex disease states where many
adverse events occur as a result of the
underlying disease process. Because the
insight from the investigator is
important for the sponsor to consider in
assessing the safety of the drug and
determining whether to report
expeditiously to FDA, the agency has
revised the requirement to require that
the investigator include an assessment
of causality in the report to the sponsor.
Revised § 312.64(b) requires
investigators to immediately report to
the sponsor any serious adverse event,
whether or not considered drug related,
including those listed in the protocol or
investigator brochure and the report
must include an assessment of whether
there is a reasonable possibility that the

drug caused the event. Study endpoints
that are serious adverse events (e.g., all-
cause mortality) must be reported in
accordance with the protocol unless
there is evidence suggesting a causal
relationship between the drug and the
event (e.g., death from anaphylaxis). In
that case, the investigator must
immediately report the event to the
SpOonsor.

(Comment 36) Several comments
requested clarification of the terms
“immediately” and “promptly” in the
proposed requirement. The comments
disagreed with the requirement to report
other SADRSs (i.e., nonserious) promptly
to the sponsor, as the term “promptly”
implies “quickly.” The comments stated
that nonserious SADRs are traditionally
recorded on case report forms during
the study, then verified and collected by
the sponsor during scheduled
monitoring visits. One comment
recommended that the requirement be
revised to require investigators to
record, rather than report, other SADRs
promptly.

(Response) The agency expects that,
for serious adverse events, the
investigator would notify the sponsor
immediately. The agency recognizes
that it may take a day to collect
adequate information to confirm the
occurrence of the adverse event but
expects that as soon as the investigator
has confirmed that the event occurred,
the investigator will report it to the
sponsor without delay.

The agency agrees with the comments
that the term “promptly” does not
appropriately describe the best process
for documenting and notifying the
sponsor about nonserious adverse
events. Therefore, the agency has
revised § 312.64(b) to state that the
investigator must record nonserious
adverse events and report them to the
sponsor according to the timetable for
reporting specified in the protocol. The
sponsor would need to determine the
appropriate interval for collecting and
analyzing nonserious adverse event
information based on the drug under
investigation and other study
considerations, and delineate the
timetable in the protocol.

O. Bioavailability and Bioequivalence
Requirements—Proposed § 320.31(d)

FDA proposed to require that persons
conducting human bioavailability or
bioequivalence studies that are not
subject to an IND submit expedited
safety reports to FDA in accordance
with § 312.32. In the preamble to the
proposed rule (68 FR 12406 at 12415),
the agency stated that, in general,
bioavailability and bioequivalence
studies that are not being conducted

under an IND are safe. However, the
agency is occasionally made aware of
safety-related information associated
with these types of studies, which could
reflect either a problem with the drug
product being evaluated or with the
study design being used. Timely review
of this safety information is critical to
ensuring the safety of study subjects.
FDA proposed to require that these
safety reports be transmitted to all
participating investigators and to the
appropriate FDA division in CDER (i.e.,
safety reports for the reference listed
drug would be sent to the new drug
review division that has responsibility
for that drug, safety reports for the
investigational drug product would be
sent to the Director, Division of
Bioequivalence, Office of Generic Drugs)
and each report bear prominent
identification of its contents. For
reporting purposes under § 320.31(d)(3),
an unexpected SADR would be any
SADR the specificity or severity of
which is not consistent with the U.S.
labeling for the reference listed drug.

In general, the occurrence of a serious
adverse event is very unusual in a
bioavailability or bioequivalence study
because the number of subjects enrolled
in the study is small, the subjects are
usually healthy volunteers, and drug
exposure is typically brief. For these
reasons, the occurrence of any serious
adverse event is of interest. The agency
reviewed the numbers and types of
serious adverse events that we have
received from these trials (i.e., in study
reports submitted in abbreviated new
drug applications (ANDAs)), and
determined that they are typically listed
in the labeling of the reference listed
drug and, therefore, would not be
subject to reporting under
§312.32(c)(1)(i) as serious and
unexpected suspected adverse reactions
because they would not meet the
regulatory definition of “unexpected.” In
addition, because serious adverse events
are so unusual in these studies, FDA
believes that the causality assessment is
unnecessary under these circumstances
and that it is important to review all
serious “adverse events.” Thus, the
proposed requirement to report serious
and unexpected SADRs would not have
served its intended purpose of alerting
the agency to serious adverse events
occurring in these trials, so the agency
has revised the requirement. The agency
continues to believe that receiving
reports from these trials is important for
human subject protection and, therefore,
has revised § 320.31(d)(3) to require that
any serious adverse event must be
reported, instead of any serious and
unexpected SADR. The person
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conducting the study, including any
contract research organization, must
notify FDA and all participating
investigators of any serious adverse
event, as defined in § 312.32(a), from the
study as soon as possible but in no case
later than 15 calendar days after
becoming aware of its occurrence. Each
report must be submitted on FDA Form
3500A or in an electronic format that
FDA can process, review, and archive.
FDA will periodically issue guidance on
how to provide the electronic
submission (e.g., method of
transmission, media, file formats,
preparation, and organization of files).
As proposed, each report must bear
prominent identification of its contents,
i.e., “bioavailability/bioequivalence
safety report.” The person conducting
the study, including any contract
research organization, must also notify
FDA of any fatal or life-threatening
adverse event from the study as soon as
possible but in no case later than 7
calendar days after becoming aware of
its occurrence. Each notification under
§320.31(d)(3) must be submitted to the
Director, Office of Generic Drugs in
CDER. Relevant followup information to
a bioavailability/bioequivalence safety
report must be submitted as soon as the
information is available and must be
identified as such, i.e., “Followup
bioavailability/bioequivalence safety
report.” Upon request from FDA, the
person conducting the study, including
any contract research organization, must
submit to FDA any additional data or
information that the agency deems
necessary, as soon as possible, but in no
case later than 15 days after receiving
the request.

(Comment 37) Some comments
requested clarification about the
requirement to submit expedited safety
reports for qualifying SADRs that arise
in human bioavailability and
bioequivalence studies that do not
require an IND. The comments
requested that the agency clarify
whether this includes studies conducted
outside of the United States and how
these reports should be submitted in the
absence of an IND.

(Response) Under § 320.31(d)(3),
sponsors of human bioequivalence or
bioavailability studies that are exempt
from the IND requirements under part
312, but are conducted in the United
States, must report any serious adverse
events from the study to FDA (to the
Office of Generic Drugs in CDER) and to
all participating investigators. These
requirements do not apply to human
bioavailability and bioequivalence
studies that are exempt from the IND
requirements under part 312 and are
conducted outside of the United States.

However, as part of the information
required to establish that the proposed
drug product can be expected to have
the same therapeutic effect as the
reference listed product, adverse event
reports that occurred in foreign clinical
studies must be included in the ANDA
submission (see § 314.94(a)(7)).

P. Reports to Investigators and IRBs

In proposed §312.32(c)(1)(i) and
(c)(1)(ii), FDA proposed to require that
sponsors notify FDA and all
participating investigators in a written
IND safety report of any serious and
unexpected SADR or information
sufficient to consider product
administration changes. Although both
of these requirements have been revised
(see response to Comments 15 to 17 and
23 to 29 of this document), the
requirement that FDA and all
participating investigators receive IND
safety reports for potential serious risks
that emerge during the conduct of a
clinical investigation has not changed in
this final rule (see final § 312.32(c)(1)).

In addition, under current § 312.66,
the investigator must, among other
things, assure that he or she will
promptly report to the IRB all changes
in the research activity and all
unanticipated problems involving risk
to human subjects or others, and that he
or she will not make any changes in the
research without IRB approval, except
where necessary to eliminate apparent
immediate hazards to human subjects.
The agency did not propose any changes
to this requirement.

(Comment 38) Some comments
pointed out that the proposed rule did
not change the frequency or format for
providing clinical investigators with
information on serious, unexpected
adverse events associated with the use
of a drug. One comment agreed that it
is imperative that investigators
responsible for the conduct of studies be
informed by the sponsor of findings that
could adversely affect the safety of
study participants. However, the
comment noted that this process can be
confusing and overwhelming,
particularly for investigators of IND
studies conducted outside the United
States. Several comments proposed
alternative reporting approaches that
would provide investigators with
reports that are more useful and
efficient and less confusing. One
comment recommended that the
requirements for notifying all
participating investigators be changed to
allow a periodic summary and analysis
of qualifying SADRs rather than
individual reports that are difficult to
track, aggregate, analyze, and interpret
at the investigational site. Several

comments encouraged FDA to further
harmonize with CIOMS VI and the EU
Clinical Trial Directive approach for
investigator notification because: (1)
Periodic (quarterly) aggregate line
listings of suspected unexpected serious
adverse reactions (SUSARs)
accompanied by a summary of the
evolving safety profile would provide
useful information to investigators and
IRBs, especially for Phase 1-3 studies;
(2) presenting all serious, unexpected,
associated events in line listings
regardless of medication administered
(e.g., active drug, comparator, or
placebo) would maintain the blind to
the investigator; and (3) significant
safety issues would be communicated as
soon as possible to the investigators.
These comments stated that
investigators would recognize that these
expedited communications represent
significant safety information that is to
be immediately reviewed and provided
to their IRBs. The comments noted that
expedited reporting to FDA and
processes for updating the investigator
brochure would remain unchanged.

In addition, one comment requested
that FDA not require investigator
notification letters for investigations of
marketed products, even if conducted
under an IND, unless the investigation
is for a patient population or indication
that is different from that approved. The
comment stated that any significant new
safety information will be evaluated by
the sponsors as part of their signal
detection process and, if necessary, will
be incorporated in the product label.
The comment recommended that FDA
allow periodic line-listings to be sent to
investigators in lieu of individual
reports.

(Response) The agency is aware that
for large, multi-center trials,
investigators have expressed concern
about receiving large numbers of
individual adverse event reports that
may not be useful. The agency believes
that these final requirements will
significantly diminish the numbers of
individual reports that, in isolation, do
not provide useful information to the
investigator. For example, the
requirement under § 312.32(c)(1)(i),
described in the response to Comment
18 of the document, makes it clear that
specific events (such as known
consequences of the underlying disease
or condition under investigation or
other events that commonly occur in the
study population independent of drug
therapy) are to be reported to FDA and
all participating investigators only if
there is evidence, based on an aggregate
analysis, to suggest a causal relationship
between the drug product and the
adverse event. The rule also makes it
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clear that study endpoints would
ordinarily not be reported as serious,
unexpected suspected adverse reactions
(response to Comment 19 of this
document). These clarifications are
expected to reduce the number of
reports that do not contribute in a
meaningful way to the developing
profile of the drug.

FDA does not agree with the comment
that suggested that investigators not be
notified of serious, unexpected
suspected adverse reactions from
investigations of marketed products
unless the investigation is for a patient
population or indication different from
that approved. Regardless of the patient
population or indication, information
about a serious, unexpected suspected
adverse reaction may influence the
investigator’s management of a clinical
trial participant and, is therefore,
critical information for the investigator
to receive.

(Comment 39) Some comments stated
that although the IRB’s charge is to have
written procedures for reporting “any
unanticipated problems involving risks
to human subjects or others,” the
proposed rule is silent about sending
any information to IRBs. These
comments recommended that the
agency provide guidance to sponsors,
manufacturers, investigators, and IRBs
that clearly delineates the
responsibilities of reporting SADRs to
the IRB. One comment requested that
FDA require that the IRB receive from
the sponsor the same expedited reports
that the sponsor sends to FDA and all
participating investigators (under
proposed § 312.32(c)(1)). Other
comments pointed out that IRBs are
currently overwhelmed with IND safety
reports and recommended that sponsors
provide IRBs with routine timely
aggregated reports of listings of adverse
events instead of individual reports.
Another comment suggested that
investigators be permitted to provide
these line-listings to their IRBs in lieu of
individual reports. One comment urged
FDA to adopt the CIOMS VI
recommendations for IRB notification.

(Response) The agency concurs with
the overall sentiments expressed by the
comments and has provided
recommendations for reporting adverse
event information to IRBs in our
“Guidance for Clinical Investigators,
Sponsors, and IRBs: Adverse Event
Reporting—Improving Human Subject
Protection.” We also expect that the
more useful individual reports
submitted by sponsors to FDA and
investigators will translate into more
useful information being provided by
investigators to their IRBs. In addition,
the agency may consider revisions to

investigator reporting requirements to
IRBs in a separate rulemaking initiative.

Q. Miscellaneous Comments

FDA stated in the preamble to the
proposed rule that the term “sponsors”
would be used to describe persons
subject to the premarketing safety
reporting regulations (68 FR 12406 at
12412).

(Comment 40) Two comments asked
FDA to clarify how the safety reporting
requirements apply to investigator-
initiated studies, since such studies are
not mentioned in the agency’s definition
of “sponsors.”

(Response) The agency considers
investigator-initiated studies to be
synonymous with studies conducted by
a sponsor-investigator. A sponsor-
investigator, as defined in § 312.3, is “an
individual who both initiates and
conducts an investigation, and under
whose immediate direction the
investigational drug is administered or
dispensed. The term does not include
any person other than an individual.
The requirements applicable to a
sponsor-investigator under this part
[312] include both those applicable to
an investigator and a sponsor.”
Therefore, the safety reporting
requirements under § 312.32 would
apply to an investigator-initiated study.

(Comment 41) One comment
suggested that FDA request that the
National Institutes of Health (NIH) and
other Federal agencies that have agreed
to the Federal Policy for the Protection
of Human Subjects (Common Rule) also
adopt the proposed regulations. The
comment stated that all participants in
the research enterprise must be fully
committed to the protection of research
participants, and fostering better and
more complete safety reporting will
support that commitment.

(Response) This final rule would
apply to FDA-regulated research
conducted by NIH and other Federal
agencies. The agency agrees that
improved safety reporting should
enhance the protection of human
subjects participating in clinical trials.

(Comment 42) FDA proposed that the
final rule would become effective 180
days after its date of publication in the
Federal Register, except for any final
rule regarding the proposal to require
that postmarketing SADRs in the
individual case safety reports be coded
using the Medical Dictionary for
Regulatory Activities (MedDRA), which
would become effective 1 year after its
date of publication in the Federal
Register.

Many comments expressed concern
that the proposed timeline for
implementing the new requirements is

too aggressive, given its impact on
systems and processes (e.g., to develop,
test, and validate a new system). Some
comments did not believe 180 days was
sufficient implementation time unless
the final rule was significantly
modified. One comment requested that
FDA allow for a transition period for
ongoing clinical trials if FDA continues
with its interpretation of “related,” as
used in the proposed SADR definition.
One comment agreed with the adoption
of MedDRA for premarketing safety
reporting for clinical trials, but did not
believe that the 1-year proposed
timeline was realistic. Comments
requested other implementation
schedules, ranging from 12 to 18 months
for all the requirements.

(Response) The agency does not agree
that an effective date of 180 days after
the date of publication in the Federal
Register is too aggressive. The agency
believes that the revisions to the
requirements in this final rule will
streamline adverse event reporting and
are crucial to ensuring that timely and
accurate safety information about
clinical trials is received, analyzed, and
disseminated. Therefore, as proposed,
the agency has retained the effective
date for the final rule to be 180 days
after the date of publication in the
Federal Register. The concerns raised
by the comments about the agency’s
interpretation of “related” are no longer
an issue because the agency did not
adopt the SADR definition. In addition,
the agency did not propose, and is not
requiring in this final rule, the use of
MedDRA for IND safety reporting.

R. Initial Analysis of Impacts and
Paperwork Burden Estimates

For the initial analysis of impacts,
FDA estimated the costs of adding the
new premarketing safety reporting
requirements (68 FR 12406 at 12456 and
12457, table 14) (see section VI of this
document for discussion). For the initial
paperwork burden estimates, FDA
estimated the total annual reporting
burden associated with the
premarketing safety reporting
requirements, accounting for not only
the additional burdens associated with
the proposed new requirements, but
also for burdens already approved by
the Office of Management and Budget
(OMB) for requirements under then-
current §§312.32 and 312.64 (68 FR
12406 at 12470, table 21) (see section
VII of this document for further
discussion).

For narrative reports based on
information sufficient to consider a
change in product administration
(discussed in section III.G of this
document), for the initial analysis of
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impacts, FDA estimated that sponsors
would spend an additional 4 hours per
report for up to 600 IND safety reports.
For the paperwork burden, however, for
the same 600 IND safety reports, FDA
estimated that sponsors would spend a
total of 8 hours per report. The 4-hour
per report estimate in the initial analysis
of impacts accounted only for the
incremental burden of the proposed
reports from in vitro studies,
epidemiological studies, and clinical
studies and did not account for required
reports of “any finding from tests in
laboratory animals that suggests a
significant risk in human subjects”
under then-current § 312.32(c)(1)(1)(B).
However, the 8-hour per report
paperwork burden estimate accounted
not only for the burden of complying
with the new proposed requirements,
but also the then-current requirement to
submit reports from animal tests.
(Comment 43) Comments from
industry stated that FDA
underestimated the number of IND
safety reports and that the proposed
SADR definition could increase the
volume of IND safety reports from 2-fold
to 10-fold. Furthermore, comments
claimed that any additional reports
would be uninformative. An increase in
the number of uninformative safety
reports would create an additional
burden on investigators and IRBs
without a corresponding benefit.
Comments noted that FDA’s analysis
failed to account for the potential
impact of these additional reports on
IRBs and investigators. Moreover, in
some cases, additional uninformative
reports could force sponsors to
unnecessarily break the blind of a
clinical trial, potentially reducing the
power of double-blind clinical trials to
detect safety issues and imposing
additional burdens to industry.
(Response) As discussed in response
to Comment 1 of this document, the
agency has decided not to adopt the
proposed SADR definition, and instead
adopted definitions for the terms
“adverse event” and “suspected adverse
reaction.” In addition, FDA clarified the
circumstances under which IND safety
reports need to be submitted. With these
changes, we expect fewer reports.
Therefore, the comments stating that
FDA underestimated the number of IND
safety reports have been addressed.
(Comment 44) Some industry
comments stated that FDA
underestimated the number of hours
required to prepare a narrative report
based on information sufficient to
consider changes in product
administration or risk profile. These
comments stated that preparing a

narrative report requires more than 8
hours.

(Response) Although comments stated
that preparing a narrative report
requires more than 8 hours, none of
these comments provided estimates for
a specific number of hours. Without
other information, we are unable to
respond directly to these comments.
Nevertheless, we recognize that there
may be some situations and types of
findings that would require sponsors to
spend more time preparing a narrative
report. Therefore, to capture the
uncertainty of this estimate, FDA has
decided to use a range of hours (from 4
to 12 hours) to estimate the incremental
burden of this requirement instead of
the 4-hour estimate used in our initial
analysis of impacts (section VI of this
document) or the total 8-hour estimate
used in the initial paperwork burden
analysis (section VII of this document).

IV. Legal Authority

The premarket approval provisions of
the act authorize FDA to require that
drug labeling provide the practitioner
with adequate information to permit
safe and effective use of the drug
product. Section 505 of the Federal
Food, Drug, and Cosmetic Act (the act)
(21 U.S.C. 355) requires us to weigh
evidence of effectiveness and safety to
determine whether the evidence
supports drug approval, whether data
are adequate to permit a clinical
investigation to proceed under the IND
regulations, and/or whether a product is
appropriately labeled. Section
351(a)(2)(C)(1)(1)) of the Public Health
Service Act (the PHS Act) (42 U.S.C.
262(a)(2)(C)(i)(1)) authorizes the agency
to approve a biologics license
application (BLA) only if the applicant
demonstrates that the product is safe,
pure, and potent. Section 351(a)(2)(A) of
the PHS Act authorizes the agency to
establish, by regulation, requirements
for the approval, suspension, and
revocation of biologics licenses. Section
701(a) of the act (21 U.S.C. 371(a))
authorizes FDA to issue regulations for
the efficient enforcement of the act.
These statutory provisions authorize us
to issue regulations requiring sponsors
to submit safety information to the
agency to support an IND, NDA, ANDA,
or BLA.

V. Environmental Impact

The agency has determined under 21
CFR 25.30(h) that this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

VI. Analysis of Impacts

FDA has examined the impacts of the
final rule under Executive Order 12866
and the Regulatory Flexibility Act (5
U.S.C. 601-612), and the Unfunded
Mandates Reform Act of 1995 (Public
Law 104—4). Executive Order 12866
directs 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). The agency
believes that this final rule is not a
significant regulatory action under the
Executive order.

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Because the new reporting
requirements are likely to impose a
minimal burden on small entities (less
than 0.2 percent of the average value of
shipments of entities with less than 10
employees), the agency believes that the
final rule will probably not have a
significant economic impact on a
substantial number of small entities.

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, 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 $135
million, using the most current (2009)
Implicit Price Deflator for the Gross
Domestic Product. FDA does not expect
this final rule to result in any 1-year
expenditure that would meet or exceed
this amount.

In accordance with Executive Order
12866, FDA has previously analyzed the
potential economic effects of the
proposed rule. Although FDA
determined that the proposed rule was
an economically significant rule as
described in the Executive order, the
final rule covers a smaller subset of the
proposed regulatory actions and is only
related to premarket safety reporting
and safety reporting for certain
bioavailability and bioequivalence
studies. Consequently, the annual
estimated costs of this final rule are
projected to equal less than $0.7
million. We are unable to quantify the
benefits of the final rule, but expect that
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the potential benefits of harmonized and
improved safety reporting will justify
the minimal costs of this rule.

A. Need for the Regulation

Ambiguous regulatory requirements
may cause sponsors to unnecessarily
submit certain IND safety reports to
FDA and investigators. As described in
section I of this document, lack of
clarity about definitions and regulatory
reporting requirements may create
uncertainty about when to submit an
IND safety report and may lead to over-
or underreporting to FDA and
investigators. Uncertainty about safety
reporting requirements can result in
reports being submitted for adverse
events when there is little evidence of
a causal relationship between the drug
and the adverse event. Such reports can
produce so-called “noise” in the system
and hinder the development of the
premarket safety profile of an
investigational drug. Conversely,
exempting certain bioavailability and
bioequivalence studies from safety
reporting requirements may lead to
underreporting of some serious adverse
events.

The rule will finalize definitions and
IND safety reporting standards that are
as consistent as possible with ICH
documents, require expedited reporting
of study findings suggesting a
significant risk to humans, and establish
reporting requirements for certain
bioavailability and bioequivalence
studies. Moreover, the final rule clarifies
when certain safety information, such as
study endpoints, should be reported,
potentially reducing the number of
uninformative reports sent to FDA,
participating investigators, and IRBs.

B. Costs of the Regulation (to Prepare
and Submit Safety Reports)

1. Number of Reports

For the initial analysis of impacts, we
estimated that sponsors would submit
up to 200 reports per year to comply
with the new requirement for safety
reporting of bioavailability and
bioequivalence studies under proposed
§320.31(d). No comments were received
on this estimate. Consequently, in the
final analysis of impacts, we retain our
original estimate of 200 reports per year.

In the initial analysis of impacts, we
estimated that sponsors would submit
up to 600 written IND safety reports

annually based on information
sufficient to consider a change in
product administration (proposed
§312.32(c)(1)(ii))3. Consistent with ICH
recommendations for IND safety
reporting, the proposed rule would have
clarified that sponsors should submit
written IND safety reports when they
receive information suggesting
significant human risk sufficient to
consider changes in the conduct of a
clinical trial or product administration.
Information suggesting a significant
human risk could come from animal
studies, in vitro studies,
epidemiological studies, or clinical
studies. We received no comments on
this estimate.

In contrast to the ICH
recommendation that sponsors rapidly
report an increase in the rate of
occurrence of an expected, serious
SADR, the preamble of the proposed
rule noted that sponsors should submit
this type of information in IND annual
reports under § 312.33(b)(1) (68 FR at
12406 at 12425). Because no changes to
the IND annual reports were proposed,
FDA did not estimate the incremental
impact of these reports. For the final
rule, however, increases in the
occurrence rates of serious suspected
adverse reactions over that listed in the
protocol or investigator brochure must
be reported as expedited IND safety
reports. We have insufficient
information to determine the potential
impact of reporting increases in
occurrence rates of serious suspected
adverse reactions over that listed in the
protocol or investigator brochure as
expedited reports as opposed to
including this information in annual
reports. As part of good clinical
practice, sponsors routinely review and
analyze the incidence rates of serious
and nonserious adverse events of their
investigational drugs. Therefore, we
expect that the incremental burden of
this requirement will be minimal and

3 The proposed premarketing reporting
requirement revised the existing requirements and
expanded the types of findings that sponsors should
report as expedited narrative IND safety reports. As
discussed in sections IIL.R and VII of this document,
the estimated average incremental burden of the
regulatory action in the initial analysis of impacts
(i.e., 4 hours) accounted for then-current
compliance (i.e., reports based on findings from
animal tests) under then-current
§312.32(c)(1)({)(B)).

estimate that sponsors will submit up to
10 additional reports per year.

Furthermore, the final rule clarifies
the definition of a suspected adverse
reaction for reporting purposes
(§312.32(a)) and adds a requirement
that sponsors only submit reports of
study endpoints in unusual
circumstances not described in the
protocol (§ 312.32(c)(5)). We anticipate
that by clarifying what is a suspected
adverse reaction for reporting purposes
and the circumstances under which
study endpoints should be submitted as
expedited reports, the number of
uninformative expedited reports will be
reduced, thus reducing the burden on
sponsors, investigators, IRBs, and FDA.
However, we have no information to
estimate the magnitude of this reduced
burden.

Last, the final rule clarifies safety
reporting requirements for investigators
to report to sponsors (§ 312.64(b)).
Instead of requiring that investigators
promptly report any adverse event
reasonably caused or probably caused
by the drug, the final rule requires that
investigators immediately report any
serious adverse event to the sponsor and
include an assessment of whether there
is a reasonable possibility that the drug
caused the event. Because it is common
practice for sponsors to outline similar
reporting responsibilities in their
clinical trial protocols, we assume that
this final requirement will impose no
additional burden.

2. Costs to Prepare and Submit Safety
Reports

As shown in table 3 of this document,
we estimate that it takes an average of
14 hours to prepare a safety report for
a bioavailability and bioequivalence
study. Based on 2007 hourly median
wages for the pharmaceutical
manufacturing industry, each of these
reports will cost sponsors about $950.

As discussed in Comment 44 of this
document, the additional time needed
to prepare a report of findings
suggesting a significant risk in humans
may vary. We estimate that sponsors
could spend from 4 to 12 hours
additional time to prepare a narrative
IND safety report. The average
incremental cost of a narrative IND
safety report ranges from $250 to $750
(table 3 of this document).
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TABLE 3.—ESTIMATED INCREMENTAL BURDEN AND UNIT COSTS FOR IND SAFETY REPORTS

Burden (hours) and Type of Expertise Re-
quired
Total Burden
Type of Report . Epidemiology Regulatory (hours) Total Cost ($)4
Clerical’ and Clinical Affairss
Medicine?
Bioavailability and Bioequivalence Safety Reports 2 1 11 14 950
IND Safety Reports—lower estimate5 1 1 2 4 250
IND Safety Reports—upper estimate® 3 3 6 12 750

Numbers are rounded.

Source: U.S. Department of Labor, Bureau of Labor Statistics, May 2007 (Ref. 4).
1Based on median hourly wages for Office and Administrative Support Occupations (43—-0000) and 40 percent benefits ($24.43 = $17.44 x

1.4)

2I'EBased on median hourly wages for Medical and Health Services Managers (11-9111) and 40 percent benefits ($75.03 = $53.59 x 1.4).

2Based on median hourly wages for Medical and Health Services Managers (11-9111) and 40 percent benefits ($75.03 = $53.59 x 1.4).
3Based on median hourly wages for Management Occupations (11-0000) and 40 percent benefits ($74.96 = $53.54 x 1.4).

4 Unit costs are rounded.

5Includes reports based on findings suggesting a significant risk in humans from epidemiological studies, pooled analysis of multiple studies,
other clinical studies, or in vitro testing. Reports from animal testing are not included (see footnote 3 of this document).

Table 4 of this document summarizes
the estimated total costs of the final
rule. Annually, sponsors will submit up

to 200 safety reports for bioavailability
and bioequivalence studies and up to
610 IND safety reports. We estimate that

the total costs of the final rule will equal
less than $0.7 million annually.

TABLE 4.—ESTIMATED TOTAL COSTS OF THE FINAL RULE

Type of Report

Unit Costs ($)

Annual No. of Reports

Total Annual Costs ($)

Bioavailability and Bioequivalence Safety Reports?

950

200 190,000

IND Safety Reports?

250 to 750

610 150,000 to 460,000

Total Costs

340,000 to 650,000

Numbers are rounded; total costs are rounded to the nearest ten thousand dollar increment.

1We received no comments that provided sufficient information to revise our initial estimate. Because these events occur sporadically and the
number of reports will vary from year to year, these numbers represent reasonable estimates of the annual average number of reports.

2The annual number of IND safety reports includes the proposed 600 reports of information suggesting a significant human risk (from epide-
miological studies, pooled analysis of multiple studies, other clinical studies, or in vitro testing, but not from animal testing (see footnote 3 of this
document)) and an additional 10 reports of increases in the occurrence rates of serious suspected adverse reactions over that listed in the pro-

tocol or investigator brochure.

C. Benefits of the Regulation

Benefits for the initial analysis of
impacts were based on potential
improvements in public health from
better postmarket safety reporting and
surveillance. The definitions and other
requirements of the final rule provide a
standardized framework against which
adverse events and adverse reactions
can be evaluated, reducing ambiguity
and uncertainty about when and how to
submit IND safety reports.

The final rule adds a requirement to
submit safety reports for certain
bioavailability and bioequivalence
studies that have been exempt from
safety reporting. These studies have
been exempted from safety reporting
requirements because serious adverse
events in these types of studies are rare.
As described elsewhere in this
document, most serious adverse events
would be listed in the labeling of the
reference listed drug and thus would
not meet the threshold for expedited

IND safety reporting. However,
reporting such unusual events would
alert FDA to serious adverse events
occurring in these trials. For this reason,
it is prudent that FDA review such
safety information. However, we lack
sufficient information to estimate the
magnitude of these potential benefits.

The revised IND safety reporting
requirements will clarify when a
sponsor should send a narrative IND
safety report to FDA and participating
investigators. Regardless of who
conducts a study or whether a study is
conducted under an IND, any finding
that suggests a significant risk to
humans must be reported as an
expedited report. A risk is considered
significant if it will ordinarily result in
a safety-related change in the protocol,
informed consent, investigator brochure,
or conduct of the clinical investigation.
Findings of a significant risk to humans
can come from many sources, including
epidemiological studies, pooled analysis

of multiple studies, clinical studies,
animal testing, or in vitro testing.
Expedited reports of important safety
information will enable FDA to more
quickly review and monitor the safety
profile of investigational drugs.
However, because we lack estimates of
the impact of expedited reporting on
drug safety, we are not able to estimate
the potential benefits of this reporting
requirement.

The final rule includes a new
requirement to report clinically
important increases in the occurrence
rates of serious suspected adverse
reactions over that listed in the protocol
or investigator brochure as expedited
IND safety reports. Because these
reports are usually based on incidence
rates from clinical trials (i.e., known
exposure rates), such reports can alert
FDA to previously undetected human
safety risks. Although these reports can
occur sporadically, such reports can
provide important information that
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could affect drug safety profiles.
However, we lack sufficient information
to estimate the magnitude of these
potential benefits.

Uncertainty about reporting
requirements can lead sponsors to
overreport or underreport safety events.
Overreporting can introduce so-called
“noise” that can delay the detection of
possible safety problems.
Underreporting potential safety
problems can also delay identification
of an important new risk. We expect
that the final rule will remove some of
the uncertainty that may lead sponsors
to over- and underreport adverse events.
In addition, we expect that FDA will
receive expedited reports of safety
information that suggest a significant
risk in humans. Such reports can
promote timely review of important
drug safety information. Although we
are unable to make a quantitative

estimate of the benefits of the final rule,
we believe that the potential benefits
realized through more informative,
accurate, and timely safety reports will
justify the minimal costs of the final
rule.

D. Final Regulatory Flexibility Analysis

This final rule will harmonize certain
FDA safety reporting requirements with

international initiatives and improve the

quality of safety reporting for IND

products and certain marketed products.

According to the Table of Small
Business Size Standards, the U.S. Small
Business Administration (SBA)
considers pharmaceutical preparation
manufacturing entities (NAICS 325412)
with 750 or fewer employees and
biological product manufacturing
entities (NAICS 325414) with 500 or
fewer employees to be small. Statistics
on the classification of firms by
employment size from the U.S. Bureau

of the Census show that in 2005, at least
85 percent of pharmaceutical
manufacturing and biological product
manufacturing entities had fewer than
500 employees and would have been
considered small by SBA.

Entities have sufficient expertise to
comply with the new safety reporting
requirements. As shown in table 5 of
this document, the unit costs of a safety
report total less than 0.2 percent of the
average value of shipments for the
smallest entities. As further explained
previously, the agency does not believe
that this final rule will have a
significant economic impact on a
substantial number of small entities, but
the impact is uncertain. Although some
final requirements extend to
investigators, we anticipate no
additional burden on investigators who
would meet the SBA definition of small
entity.

TABLE 5.—UNIT COSTS OF SAFETY REPORTS AS A PERCENTAGE OF THE AVERAGE VALUE OF SHIPMENTS FOR VERY

SMALL ESTABLISHMENTS

turing (NAICS 325412)1

Pharmaceutical Preparation Manufac-

Biological Product Manufacturing
(NAICS 325414)2

No. of employees <5 <10 <5 <10

Total value of shipments ($1,000) 187,933 561,636 32,011 115,307
No. of establishments 228 339 67 109
Average value of shipments ($) 824,268 1,656,743 477,776 1,057,862

Unit costs of an IND safety report as a percentage of the av-

erage value of shipments3

0.0% to 0.1%

0.0% to 0.0%

0.1% to 0.2%

0.0% to 0.1%

Unit costs of a bioavailability or bioequivalence report as a
percentage of the average value of shipments4

0.1%

0.1%

0.2% 0.1%

Numbers are rounded.

1Source: U.S. Department of Commerce, Bureau of the Census, 2002 (Ref. 5).
2Source: U.S. Department of Commerce, Bureau of the Census, 2002 (Ref. 6).
3Based on a unit cost ranging from $250 to $750.

4Based on a unit cost = $950.

VII. Paperwork Reduction Act of 1995

This final rule contains information
collection requirements that are subject
to review by OMB under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520) (the PRA). The title, description,
and respondent description of the
information collection provisions are
shown in the following paragraphs with
an estimate of the annual reporting
burden. Our estimate includes the time
for reviewing instructions, searching
existing data sources, gathering and
maintaining the data needed, and
completing and reviewing each
collection of information, not accounted
for under then-current § 312.32 or
§ 312.64, already approved by OMB
(OMB control number 0910-0014).

Title: Investigational New Drug Safety
Reporting Requirements for Human
Drug and Biological Products and Safety
Reporting Requirements for
Bioavailability and Bioequivalence
Studies in Humans

Description: The final rule clarifies
the agency’s expectations for timely
review, evaluation, and submission of
relevant and useful safety information
and implements internationally
harmonized definitions and reporting
standards for IND safety reports. The
final rule also subjects bioavailability
and bioequivalence studies to safety
reporting requirements. The final rule is
intended to improve the utility of IND
safety reports, expedite FDA’s review of
critical safety information, better protect
human subjects enrolled in clinical

trials, and harmonize safety reporting
requirements internationally.

The Final Rule and Estimates of
Reporting Burden

The rule finalizes revisions to the IND
safety reporting requirements found in
part 312 and the safety reporting
requirements for bioavailability and
bioequivalence studies found in part
320. For the initial PRA analysis for the
proposed rule, FDA estimated for the
annual reporting burdens for collections
of information for the entire proposal
(i.e., pre- and postmarketing safety
reporting requirements). For this PRA
analysis, FDA has estimated only for the
annual reporting burdens for collections
of information included in this final
rule (i.e., requirements found in
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§§312.32, 312.64, and 320.31). In
addition, in the initial PRA analysis for
the proposed rule, FDA estimated for
the total reporting burden associated
with the proposed reporting
requirements in §§312.32, 312.64, and
320.31 (as opposed to only the increased
burdens associated with the proposed
rule). Because OMB has approved
paperwork burdens for many of the
reporting requirements found in
§§312.32 and 312.64, for purposes of
this final rule and this PRA analysis,
FDA is providing estimates for only the
additional burdens not already
approved by OMB for §§312.32, 312.64,
and 320.31 (OMB control number 0910—
0014). The following provisions of the
final rule contain collections of
information and the following burden
estimates are based on those discussed
in the Analysis of Impacts (section VI.B
of this document).

Section 312.32(c)(1)(i) specifies the
requirements for reporting to FDA in an
IND safety report potential serious risks
from clinical trials within 15 calendar
days for reports of serious and
unexpected suspected adverse reactions
and provides examples of what
evidence supports a suggestion that
there is a causal relationship between
the drug and the adverse event. For
purposes of this final rule, there is no
new information collection because the
reporting burden is unchanged from
former §312.32 and the information
collection is already approved by OMB
(OMB control number 0910-0014).

Section 312.32(c)(1)(ii) requires
reporting to FDA in an IND safety report
potential serious risks from clinical
trials within 15 calendar days for
findings from epidemiological studies,
pooled analyses of multiple studies, or
other clinical studies that suggest a
significant risk in humans exposed to
the drug. This reporting requirement
was not included in former §312.32.
Section 312.32(c)(1)(iii) specifies the
requirements for reporting to FDA in an
IND safety report potential serious risks
from clinical trials within 15 calendar
days for findings from animal or in vitro
testing that suggest a significant risk to
humans. While reports from in vitro
testing that suggest a significant risk to
humans were not required to be
reported under former § 312.32, reports
from any finding from tests in laboratory
animals were required to be reported
(former § 312.32(c)(1)(1)(B)). For
purposes of this final rule, for the
provisions that are unchanged from
former § 312.32, the information
collection is already approved by OMB
(OMB control number 0910-0014). For

the additional reporting requirements
(i.e., the proposed narrative reports
excluding animal testing) in the initial
PRA analysis, FDA estimated that
sponsors would spend a total of 8 hours
per report to prepare and submit these
narrative reports. In response to
comments, FDA has revised the estimate
from an incremental 4 hours to a range
from 4 hours to 12 hours per report.
Given this range, the upper estimate of
additional paperwork burden associated
with this requirement for each applicant
could be an additional 12 hours to
prepare each narrative report. Therefore,
for an additional 600 reports, FDA
estimates the total annual reporting
burden of this final rule could be as
high as 7,200 hours.

Section 312.32(c)(1)(iv) requires
reporting to FDA in an IND safety report
within 15 calendar days any clinically
important increase in the rate of
occurrence of serious suspected adverse
reactions over that listed in the protocol
or investigator brochure
(§312.32(c)(1)(iv)). These reports were
not required to be submitted within 15
days under former § 312.32. FDA
estimates that the minimal incremental
burden for this requirement to be
approximately 10 reports per year.
Using the same upper estimate for the
burden as discussed previously (i.e., 12
hours to prepare each report), FDA
estimates the additional burden
associated with this requirement could
be as high as 120 hours. We request
industry to comment on whether the
requirement will impose an increased
burden and if so, provide an estimate of
the reporting burden.

Section 312.32(c)(2) requires reporting
within 7 days any unexpected fatal or
life-threatening suspected adverse
reaction. For purposes of this final rule,
there is no new information collection
because the reporting burden is
unchanged from former § 312.32 and the
information collection is already
approved by OMB (OMB control
number 0910-0014).

Section 312.32(c)(4) requires a
sponsor of a clinical study of a drug
marketed or approved in the United
States that is conducted under an IND
to submit safety reports for suspected
adverse reactions that are observed in
the clinical study. For purposes of this
final rule, there is no new information
collection because the reporting burden
is unchanged from former § 312.32 and
the information collection is already
approved by OMB (OMB control
number 0910-0014).

Section 312.32(c)(5) clarifies the
circumstances under which study

endpoints should be submitted to FDA.
FDA believes that these clarifications to
former § 312.32 are likely to result in a
reduction in the number of expedited
reports that currently are accounted for
by OMB. However, FDA has insufficient
information to provide an estimate and
was unable to ascertain from industry
an estimate for such a reduction.
Therefore, FDA requests that industry
comment on the impact of this
provision on reporting burdens. Any
reduction in reports will be reflected the
next time the information collection for
§312.32 (OMB control number 0910-
0014) is extended.

Section 312.32(d)(1)-(3) requires
followup reporting requirements. For
purposes of this final rule, there is no
new information collection because the
reporting burden is unchanged from
former § 312.32 and the information
collection is already approved by OMB
(OMB control number 0910-0014).

Section 312.64(b) requires
investigators to report immediately to
the sponsor any serious adverse event
and include an assessment of whether
there is a reasonable possibility that the
drug caused the event. FDA revised
former § 312.64(b) for clarity and to
reflect current practices for investigator
reporting to sponsors. For purposes of
this final rule, there is no new
information collection because we
believe that the reporting burden is
unchanged from former § 312.64 and the
information collection is already
approved by OMB (OMB control
number 0910-0014).

Finally, § 320.31(d)(3) subjects
bioavailability and bioequivalence
studies to safety reporting requirements.
This reporting requirement was not
included in former § 320.31. Therefore,
all of these reports would be new. For
purposes of the initial PRA analysis and
this PRA analysis, FDA estimated up to
200 new safety reports required under
§320.31(d) from bioavailability and
bioequivalence studies. For these 200
reports, FDA estimates that it could take
applicants an additional 14 hours to
prepare and submit each report. The
burden for bioavailability and
bioequivalence safety reporting
requirements would total 2,800 hours
per year as a result of this final rule.

Description of Respondents: Business
or other for-profit organizations.

Table 6 of this document presents the
estimated annualized reporting burden
of the final rule, providing estimates for
those safety reports not already
approved under OMB control number
0910-0014.
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TABLE 6.—ESTIMATED ANNUAL REPORTING BURDEN OF THE FINAL RULE!
: No. of No. of Responses Total Annual Hours per
21 CFR Section Respondents per Respondent Responses Response Total Hours
320.31(d) Bioavailability and
Bioequivalence Safety Re-
ports 10 20 200 14 2,800
312.32(c)(1)(ii) and (c)(1)(iii)
IND Safety Reports? 100 6 600 12 7,200
312.32(c)(1)(iv) IND Safety Re-
ports3 10 1 10 12 120

1There are no capital costs or operating and maintenance costs associated with this collection. The estimates are for the additional burdens
beyond those already approved for then-current §§ 312.32 and 312.64.

2Includes reports based on findings suggesting a significant risk in humans from epidemiological studies, pooled analysis of multiple studies,
other clinical studies, or in vitro testing. Reports from animal testing are not included (see footnote 3 of this document).

3|ncludes reports of clinically important increases in the rate of occurrence of serious suspected adverse reactions over that listed in the pro-

tocol or investigator brochure.

The information collection provisions
of this final rule have been submitted to
OMB for review. Prior to the effective
date of this final rule, FDA will publish
a notice in the Federal Register
announcing OMB’s decision to approve,
modify, or disapprove the information
collection provisions in this final rule.
An agency may not conduct or sponsor,
and a person is not required to respond
to, a collection of information unless it
displays a currently valid OMB control
number.

VIII. Executive Order 13132:
Federalism

FDA has analyzed this final rule in
accordance with the principles set forth
in Executive Order 13132. FDA has
determined that the rule does not
contain policies that have substantial
direct effects on the States, on the
relationship between the National
Government and the States, or on the
distribution of power and
responsibilities among the various
levels of government. Accordingly, the
agency has concluded that the final rule
does not contain policies that have
federalism implications as defined in
the Executive order and, consequently,
a federalism summary impact statement
is not required.
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List of Subjects
21 CFR Part 312

Drugs, Exports, Imports,
Investigations, Labeling, Medical
research, Reporting and recordkeeping
requirements, Safety.

21 CFR Part 320

Drugs, Reporting and recordkeeping
requirements.

m Therefore, under the Federal Food,
Drug, and Cosmetic Act, the Public
Health Service Act, and under authority
delegated to the Commissioner of Food
and Drugs, 21 CFR parts 312 and 320 are
amended as follows:

PART 312— INVESTIGATIONAL NEW
DRUG APPLICATION

m 1. The authority citation for 21 CFR
part 312 continues to read as follows:

Authority: 21 U.S.C. 321, 331, 351, 352,
353, 355, 360bbb, 371; 42 U.S.C. 262.
m 2. Section 312.32 isrevised to read as
follows:

§312.32 IND safety reporting.

(a) Definitions. The following
definitions of terms apply to this
section:

Adverse event means any untoward
medical occurrence associated with the
use of a drug in humans, whether or not
considered drug related.

Life-threatening adverse event or life-
threatening suspected adverse reaction.
An adverse event or suspected adverse
reaction is considered “life-threatening”
if, in the view of either the investigator
or sponsor, its occurrence places the
patient or subject at immediate risk of
death. It does not include an adverse
event or suspected adverse reaction that,
had it occurred in a more severe form,
might have caused death.

Serious adverse event or serious
suspected adverse reaction. An adverse
event or suspected adverse reaction is
considered “serious” if, in the view of
either the investigator or sponsor, it
results in any of the following
outcomes: Death, a life-threatening
adverse event, inpatient hospitalization
or prolongation of existing
hospitalization, a persistent or
significant incapacity or substantial
disruption of the ability to conduct
normal life functions, or a congenital
anomaly/birth defect. Important medical
events that may not result in death, be
life-threatening, or require
hospitalization may be considered
serious when, based upon appropriate
medical judgment, they may jeopardize
the patient or subject and may require
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medical or surgical intervention to
prevent one of the outcomes listed in
this definition. Examples of such
medical events include allergic
bronchospasm requiring intensive
treatment in an emergency room or at
home, blood dyscrasias or convulsions
that do not result in inpatient
hospitalization, or the development of
drug dependency or drug abuse.

Suspected adverse reaction means
any adverse event for which there is a
reasonable possibility that the drug
caused the adverse event. For the
purposes of IND safety reporting,
“reasonable possibility” means there is
evidence to suggest a causal relationship
between the drug and the adverse event.
Suspected adverse reaction implies a
lesser degree of certainty about causality
than adverse reaction, which means any
adverse event caused by a drug.

Unexpected adverse event or
unexpected suspected adverse reaction.
An adverse event or suspected adverse
reaction is considered “unexpected” if it
is not listed in the investigator brochure
or is not listed at the specificity or
severity that has been observed; or, if an
investigator brochure is not required or
available, is not consistent with the risk
information described in the general
investigational plan or elsewhere in the
current application, as amended. For
example, under this definition, hepatic
necrosis would be unexpected (by virtue
of greater severity) if the investigator
brochure referred only to elevated
hepatic enzymes or hepatitis. Similarly,
cerebral thromboembolism and cerebral
vasculitis would be unexpected (by
virtue of greater specificity) if the
investigator brochure listed only
cerebral vascular accidents.
“Unexpected,” as used in this definition,
also refers to adverse events or
suspected adverse reactions that are
mentioned in the investigator brochure
as occurring with a class of drugs or as
anticipated from the pharmacological
properties of the drug, but are not
specifically mentioned as occurring
with the particular drug under
investigation.

(b) Review of safety information. The
sponsor must promptly review all
information relevant to the safety of the
drug obtained or otherwise received by
the sponsor from foreign or domestic
sources, including information derived
from any clinical or epidemiological
investigations, animal or in vitro
studies, reports in the scientific
literature, and unpublished scientific
papers, as well as reports from foreign
regulatory authorities and reports of
foreign commercial marketing
experience for drugs that are not
marketed in the United States.

(c)(1) IND safety reports. The sponsor
must notify FDA and all participating
investigators (i.e., all investigators to
whom the sponsor is providing drug
under its INDs or under any
investigator’s IND) in an IND safety
report of potential serious risks, from
clinical trials or any other source, as
soon as possible, but in no case later
than 15 calendar days after the sponsor
determines that the information
qualifies for reporting under paragraph
(c)(1)(), (c)(1)(ii), (c)(1)(iii), or (c)(1)(iv)
of this section. In each IND safety
report, the sponsor must identify all IND
safety reports previously submitted to
FDA concerning a similar suspected
adverse reaction, and must analyze the
significance of the suspected adverse
reaction in light of previous, similar
reports or any other relevant
information.

(i) Serious and unexpected suspected
adverse reaction. The sponsor must
report any suspected adverse reaction
that is both serious and unexpected. The
sponsor must report an adverse event as
a suspected adverse reaction only if
there is evidence to suggest a causal
relationship between the drug and the
adverse event, such as:

(A) A single occurrence of an event
that is uncommon and known to be
strongly associated with drug exposure
(e.g., angioedema, hepatic injury,
Stevens-Johnson Syndrome);

(B) One or more occurrences of an
event that is not commonly associated
with drug exposure, but is otherwise
uncommon in the population exposed
to the drug (e.g., tendon rupture);

(C) An aggregate analysis of specific
events observed in a clinical trial (such
as known consequences of the
underlying disease or condition under
investigation or other events that
commonly occur in the study
population independent of drug
therapy) that indicates those events
occur more frequently in the drug
treatment group than in a concurrent or
historical control group.

(ii) Findings from otﬁer studies. The
sponsor must report any findings from
epidemiological studies, pooled analysis
of multiple studies, or clinical studies
(other than those reported under
paragraph (c)(1)(i) of this section),
whether or not conducted under an IND,
and whether or not conducted by the
sponsor, that suggest a significant risk in
humans exposed to the drug. Ordinarily,
such a finding would result in a safety-
related change in the protocol, informed
consent, investigator brochure
(excluding routine updates of these
documents), or other aspects of the
overall conduct of the clinical
investigation.

(iii) Findings from animal or in vitro
testing. The sponsor must report any
findings from animal or in vitro testing,
whether or not conducted by the
sponsor, that suggest a significant risk in
humans exposed to the drug, such as
reports of mutagenicity, teratogenicity,
or carcinogenicity, or reports of
significant organ toxicity at or near the
expected human exposure. Ordinarily,
any such findings would result in a
safety-related change in the protocol,
informed consent, investigator brochure
(excluding routine updates of these
documents), or other aspects of the
overall conduct of the clinical
investigation.

(iv) Increased rate of occurrence of
serious suspected adverse reactions.
The sponsor must report any clinically
important increase in the rate of a
serious suspected adverse reaction over
that listed in the protocol or investigator
brochure.

(v) Submission of IND safety reports.
The sponsor must submit each IND
safety report in a narrative format or on
FDA Form 3500A or in an electronic
format that FDA can process, review,
and archive. FDA will periodically issue
guidance on how to provide the
electronic submission (e.g., method of
transmission, media, file formats,
preparation and organization of files).
The sponsor may submit foreign
suspected adverse reactions on a
Council for International Organizations
of Medical Sciences (CIOMS) I Form
instead of a FDA Form 3500A. Reports
of overall findings or pooled analyses
from published and unpublished in
vitro, animal, epidemiological, or
clinical studies must be submitted in a
narrative format. Each notification to
FDA must bear prominent identification
of its contents, i.e., “IND Safety Report,”
and must be transmitted to the review
division in the Center for Drug
Evaluation and Research or in the
Center for Biologics Evaluation and
Research that has responsibility for
review of the IND. Upon request from
FDA, the sponsor must submit to FDA
any additional data or information that
the agency deems necessary, as soon as
possible, but in no case later than 15
calendar days after receiving the
request.

(2) Unexpected fatal or life-
threatening suspected adverse reaction
reports. The sponsor must also notify
FDA of any unexpected fatal or life-
threatening suspected adverse reaction
as soon as possible but in no case later
than 7 calendar days after the sponsor’s
initial receipt of the information.

(3) Reporting format or frequency.
FDA may require a sponsor to submit
IND safety reports in a format or at a
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frequency different than that required
under this paragraph. The sponsor may
also propose and adopt a different
reporting format or frequency if the
change is agreed to in advance by the
director of the FDA review division that
has responsibility for review of the IND.

(4) Investigations of marketed drugs.
A sponsor of a clinical study of a drug
marketed or approved in the United
States that is conducted under an IND
is required to submit IND safety reports
for suspected adverse reactions that are
observed in the clinical study, at
domestic or foreign study sites. The
sponsor must also submit safety
information from the clinical study as
prescribed by the postmarketing safety
reporting requirements (e.g., §§ 310.305,
314.80, and 600.80 of this chapter).

(5) Reporting study endpoints. Study
endpoints (e.g., mortality or major
morbidity) must be reported to FDA by
the sponsor as described in the protocol
and ordinarily would not be reported
under paragraph (c) of this section.
However, if a serious and unexpected
adverse event occurs for which there is
evidence suggesting a causal
relationship between the drug and the
event (e.g., death from anaphylaxis), the
event must be reported under
§312.32(c)(1)(@) as a serious and
unexpected suspected adverse reaction
even if it is a component of the study
endpoint (e.g., all -cause mortality).

dp Fo]]owup 1) The sponsor must
promptly investigate all safety
information it receives.

(2) Relevant followup information to
an IND safety report must be submitted
as soon as the information is available
and must be identified as such, i.e.,
“Followup IND Safety Report.”

(3) If the results of a sponsor’s
investigation show that an adverse event
not initially determined to be reportable
under paragraph (c) of this section is so
reportable, the sponsor must report such
suspected adverse reaction in an IND
safety report as soon as possible, but in
no case later than 15 calendar days after
the determination is made.

(e) Disclaimer. A safety report or other
information submitted by a sponsor
under this part (and any release by FDA
of that report or information) does not
necessarily reflect a conclusion by the
sponsor or FDA that the report or
information constitutes an admission
that the drug caused or contributed to
an adverse event. A sponsor need not
admit, and may deny, that the report or
information submitted by the sponsor
constitutes an admission that the drug
caused or contributed to an adverse
event.

m 3. Section 312.64 is amended by
revising paragraph (b) to read as follows:

§312.64 Investigator reports.
* * * * *

(b) Safety reports. An investigator
must immediately report to the sponsor
any serious adverse event, whether or
not considered drug related, including
those listed in the protocol or
investigator brochure and must include
an assessment of whether there is a
reasonable possibility that the drug
caused the event. Study endpoints that
are serious adverse events (e.g., all-
cause mortality) must be reported in
accordance with the protocol unless
there is evidence suggesting a causal
relationship between the drug and the
event (e.g., death from anaphylaxis). In
that case, the investigator must
immediately report the event to the
sponsor. The investigator must record
nonserious adverse events and report
them to the sponsor according to the
timetable for reporting specified in the
protocol.

* * * * *

PART 320—BIOAVAILABILITY AND
BIOEQUIVALENCE REQUIREMENTS

m 4. The authority citation for 21 CFR
part 320 continues to read as follows:
Authority: 21 U.S.C. 321, 351, 352, 355,
371.
m 5. Section 320.31 is amended in
paragraphs (d)(1) and (d)(2) by removing
the word “shall” and by adding in its
place the word “must,” and by removing
“and” at the end of paragraph (d)(1) and
replacing “this chapter.” at the end of
paragraph (d)(2) with “this chapter;
and”, and by adding paragraph (d)(3) to
read as follows:

§320.31 Applicability of requirements
regarding an “Investigational New Drug
Application.”

* * * * *

(d) * % %

(3) The person conducting the study,
including any contract research
organization, must notify FDA and all
participating investigators of any serious
adverse event, as defined in §312.32(a),
observed during the conduct of the
study as soon as possible but in no case
later than 15 calendar days after
becoming aware of its occurrence. Each
report must be submitted on FDA Form
3500A or in an electronic format that
FDA can process, review, and archive.
FDA will periodically issue guidance on
how to provide the electronic
submission (e.g., method of
transmission, media, file formats,
preparation and organization of files).
Each report must bear prominent
identification of its contents, i.e.,
“bioavailability/bioequivalence safety
report.” The person conducting the

study, including any contract research
organization, must also notify FDA of
any fatal or life-threatening adverse
event from the study as soon as possible
but in no case later than 7 calendar days
after becoming aware of its occurrence.
Each notification under this paragraph
must be submitted to the Director,
Office of Generic Drugs in the Center for
Drug Evaluation and Research at FDA.
Relevant followup information to a
bioavailability/bioequivalence safety
report must be submitted as soon as the
information is available and must be
identified as such, i.e., “Followup
bioavailability/bioequivalence safety
report.” Upon request from FDA, the
person conducting the study, including
any contract research organization, must
submit to FDA any additional data or
information that the agency deems
necessary, as soon as possible, but in no
case later than 15 calendar days after
receiving the request.

Dated: September 23, 2010.
Leslie Kux,
Acting Assistant Commissioner for Policy.
[FR Doc. 2010-24296 Filed 9-28-10; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket No. USCG—-2010-0620]
RIN 1625-AA00

Safety Zone: Monte Foundation
Firework Display, Monterey, CA

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

SUMMARY: The Coast Guard is
establishing a temporary safety zone in
the navigable waters of Monterey Bay
off the fishing pier of Seacliff State
Beach, Santa Cruz, CA in support of the
Monte Foundation Firework Display.
This safety zone is established to ensure
the safety of participants and spectators
from the dangers associated with the
pyrotechnics. Unauthorized persons and
vessels are prohibited from entering
into, transiting through, or remaining in
the safety zone without permission from
the Captain of the Port or her designated
representative.

DATES: This rule is effective from 7 a.m.
through 9:30 p.m. on October 8, 2010.
ADDRESSES: Documents indicated in this
preamble as being available in the
docket are part of docket USCG-2010-
0620 and are available online by going
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to http://www.regulations.gov, inserting
USCG-2010-0620 in the “Keyword”
box, and then clicking “Search.” They
are also available for inspection or
copying at the Docket Management
Facility (M-30), U.S. Department of
Transportation, West Building Ground
Floor, Room W12-140, 1200 New Jersey
Avenue, SE., Washington, DC 20590,
between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
rule, call or e-mail Ensign Liz Ellerson,
U.S. Coast Guard Sector San Francisco;
telephone 415-399-7436, e-mail D11-
PF-MarineEvents@uscg.mil. If you have
questions on viewing the docket, call
Renee V. Wright, Program Manager,
Docket Operations, telephone 202—-366—
9826.

SUPPLEMENTARY INFORMATION:
Regulatory Information

The Coast Guard is issuing this
temporary final rule without prior
notice and opportunity to comment
pursuant to authority under section 4(a)
of the Administrative Procedure Act
(APA) (5 U.S.C. 553(b)). This provision
authorizes an agency to issue a rule
without prior notice and opportunity to
comment when the agency for good
cause finds that those procedures are
“impracticable, unnecessary, or contrary
to the public interest.” Under 5 U.S.C.
553(b)(B), the Coast Guard finds that it
would be impracticable to publish a
notice of proposed rulemaking (NPRM)
with respect to this rule because the
event would occur before the
rulemaking process would be
completed. Because of the dangers
posed by the pyrotechnics used in this
fireworks display, the safety zone is
necessary to provide for the safety of
event participants, spectators, spectator
craft, and other vessels transiting the
event area. For the safety concerns
noted, it is in the public interest to have
these regulations in effect during the
event.

Basis and Purpose

The Monte Foundation Firework
Display is scheduled to take place on
October 8, 2010, on the navigable waters
of Seacliff State Beach, in Monterey Bay,
off of Santa Cruz, CA. The fireworks
display is meant for entertainment
purposes. This safety zone is issued to
establish a temporary restricted area on
the waters surrounding the fireworks
launch site during loading of the
pyrotechnics, and during the fireworks
display. This restricted area around the
launch site is necessary to protect
spectators, vessels, and other property

from the hazards associated with the
pyrotechnics on the fireworks barges.
The Coast Guard has granted the event
sponsor a marine event permit for the
fireworks display.

Discussion of Rule

During the set up of the fireworks and
until the start of the fireworks display,
the temporary safety zone applies to the
navigable waters around the fireworks
site within a radius of 100 feet. From
8:45 p.m. until 9:05 p.m., the area to
which the temporary safety zone applies
will increase in size to encompass the
navigable waters around the fireworks
site within a radius of 1,000 feet.

The effect of the temporary safety
zone will be to restrict navigation in the
vicinity of the fireworks site while the
fireworks are set up, and until the
conclusion of the scheduled display.
Except for persons or vessels authorized
by the Coast Guard Patrol Commander,
no person or vessel may enter or remain
in the restricted area. These regulations
are needed to keep spectators and
vessels away from the immediate
vicinity of the fireworks barge to ensure
the safety of participants, spectators,
and transiting vessels.

Regulatory Analyses

We developed this rule after
considering numerous statutes and
executive orders related to rulemaking.
Below we summarize our analyses
based on 13 of these statutes and
executive orders.

Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order.

Although this rule restricts access to
the waters encompassed by the safety
zone, the effect of this rule will not be
significant because the local waterway
users will be notified via public
Broadcast Notice to Mariners to ensure
the safety zone will result in minimum
impact. The entities most likely to be
affected are pleasure craft engaged in
recreational activities.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this rule would have a
significant economic impact on a
substantial number of small entities.
The term “small entities” comprises
small businesses, not-for-profit

organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000.

The Coast Guard certifies under 5
U.S.C. 605(b) that this rule will not have
a significant economic impact on a
substantial number of small entities.

This rule may affect owners and
operators of pleasure craft engaged in
recreational activities and sightseeing.
This rule will not have a significant
economic impact on a substantial
number of small entities for several
reasons: (i) Vessel traffic can pass safely
around the area, (ii) vessels engaged in
recreational activities and sightseeing
have ample space outside of the effected
portion of the areas off San Francisco,
CA to engage in these activities, (iii) this
rule will encompass only a small
portion of the waterway for a limited
period of time, and (iv) the maritime
public will be advised in advance of this
safety zone via Broadcast Notice to
Mariners.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we offer to assist small entities in
understanding the rule so that they can
better evaluate its effects on them and
participate in the rulemaking process.

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.

Collection of Information

This rule calls for no new collection
of information under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520).

Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
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this rule under that Order and have
determined that it does not have
implications for federalism.

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.

Taking of Private Property

This rule will not cause a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not create an environmental risk to
health or risk to safety that may
disproportionately affect children.

Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes.

Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “significant
energy action” under that order because
it is not a “significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of

energy. The Administrator of the Office
of Information and Regulatory Affairs
has not designated it as a significant
energy action. Therefore, it does not
require a Statement of Energy Effects
under Executive Order 13211.

Technical Standards

The National Technology Transfer
and Advancement Act (NTTAA) (15
U.S.C. 272 note) directs agencies to use
voluntary consensus standards in their
regulatory activities unless the agency
provides Congress, through the Office of
Management and Budget, with an
explanation of why using these
standards would be inconsistent with
applicable law or otherwise impractical.
Voluntary consensus standards are
technical standards (e.g., specifications
of materials, performance, design, or
operation; test methods; sampling
procedures; and related management
systems practices) that are developed or
adopted by voluntary consensus
standards bodies.

This rule does not use technical
standards. Therefore, we did not
consider the use of voluntary consensus
standards.

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 concluded 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 is categorically
excluded, under figure 2—1, paragraph
(34)(g), of the Instruction. This rule
involves establishing, disestablishing, or
changing Regulated Navigation Areas
and security or safety zones. An
environmental analysis checklist and a
categorical exclusion determination are
available in the docket where indicated
under ADDRESSES.

List of Subjects in 33 CFR Part 165

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

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

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

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

Authority: 33 U.S.C. 1226, 1231; 46 U.S.C.
Chapter 701; 50 U.S.C. 191, 195; 33 CFR
1.05-1(g), 6.04—1, 6.04—6, and 160.5; Pub. L.
107-295, 116 Stat. 2064; Department of
Homeland Security Delegation No. 0170.1.

m 2. Add §165.T11-359 to read as
follows:

§165.T11-359 Safety zone; Monte
Foundation Firework Display, Santa Cruz,
CA

(a) Location. This temporary safety
zone is established for the waters of
Seacliff State Beach, in Monterey Bay,
off of Santa Cruz, CA. The fireworks
launch site will be located in position
36°5811.20” N, 121°54’36.79” W (NAD
83). From 7 a.m. through 8:44 p.m., and
from 9:06 p.m. until 9:30 p.m. on
October 8, 2010, the temporary safety
zone applies to the navigable waters
around the fireworks site within a
radius of 100 feet. From 8:45 p.m. until
9:05 p.m. the area to which the
temporary safety zone applies will
increase in size to encompass the
navigable waters around the fireworks
site within a radius of 1,000 feet.

(b) Definitions. As used in this
section, “designated representative”
means a Coast Guard Patrol
Commander, including a Coast Guard
coxswain, petty officer, or other officer
on a Coast Guard vessel or a Federal,
State, or local officer designated by or
assisting the Captain of the Port San
Francisco (COTP) in the enforcement of
the safety zone.

(c) Regulations. (1) Under the general
regulations in § 165.23 of this title, entry
into, transiting, or anchoring within this
safety zone is prohibited unless
authorized by the COTP or the COTP’s
designated representative.

(2) The safety zone is closed to all
vessel traffic, except as may be
permitted by the COTP or a designated
representative.

(3) Vessel operators desiring to enter
or operate within the safety zone must
contact the COTP or a designated
representative to obtain permission to
do so. Vessel operators given permission
to enter or operate in the safety zone
must comply with all directions given to
them by the COTP or the designated
representative. Persons and vessels may
request permission to enter the safety
zone on VHF-16 or through the 24-hour
Command Center at telephone 415-399—
3547.

(d) Effective period. This section is
effective from 7 a.m. through 9:30 p.m.
on October 8, 2010.
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Dated: September 15, 2010.
C.L. Stowe,

Captain, U.S. Coast Guard, Captain of the
Port San Francisco.

[FR Doc. 2010-24364 Filed 9-28-10; 8:45 am|
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket No. USCG—-2010-0138]
RIN 1625-AA00

Safety Zone; New York Air Show at
Jones Beach State Park, Wantagh, NY

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

SUMMARY: The Coast Guard is
establishing a permanent safety zone for
the annual New York Air Show at Jones
Beach State Park in Wantagh, New York.
This safety zone is necessary to provide
for the safety of navigation and
protection of the maritime public from
the hazards inherent with an air show
which consists of aircraft performing
aerobatic maneuvers over the Atlantic
Ocean off of Jones Beach State Park.
DATES: This rule is effective October 29,
2010.

ADDRESSES: Comments and material
received from the public, as well as
documents mentioned in this preamble
as being available in the docket, are part
of docket USCG-2010-0138 and are
available online by going to http://
www.regulations.gov, inserting USCG—
2010-0138 in the “Keyword” box, and
then clicking “Search.” This material is
also available for inspection or copying
at the Docket Management Facility (M—
30), U.S. Department of Transportation,
West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue, SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
e-mail: Petty Officer Joseph Graun,
Prevention Department, USCG Sector
Long Island Sound at 203-468-4459, e-
mail: Joseph.L.Graun@uscg.mil. If you
have questions on viewing the docket,
call Renee V. Wright, Program Manager,
Docket Operations, telephone 202—-366—
9826.

SUPPLEMENTARY INFORMATION:

Regulatory Information

On April 21, 2010, we published a
notice of proposed rulemaking (NPRM)

entitled: Safety Zone; New York Air
Show at Jones Beach State Park, Atlantic
Ocean off of Jones Beach, Wantagh, NY,
in the Federal Register (75 FR 20802).
We received no comments or requests
for a public meeting on the proposed
rule.

Basis and Purpose

The Air Show consists of aircraft
performing aerobatics in close proximity
to other aircraft over a specified area of
the Atlantic Ocean off of Jones Beach
State Park. The safety zone will provide
for the safety of the maritime
community and spectators viewing the
Air Show from the water should an
accident, such as a collision of aircraft,
occur during the Show.

Entry into this zone is prohibited
unless authorized by the Captain of the
Port Long Island Sound or by
Designated On-scene Patrol Personnel.
Any violation of the safety zone
described herein is punishable by,
among other things, civil and criminal
penalties, in rem liability against the
offending vessel, and the initiation of
suspension or revocation proceedings
against Coast Guard-issued merchant
mariner credentials.

Background

The New York State Office of Parks,
Recreation and Historic Preservation
sponsors an annual air show at Jones
Beach State Park during the week before
Memorial Day. In the past the Coast
Guard established temporary regulations
for this event every year and was not
previously published in the CFR. The
Notice of Proposed Rulemaking process
provided the opportunity for public
comments to be voiced and eliminated
the unnecessary burden of establishing
temporary rules every year.

Discussion of Comments and Changes

During the Notice of Proposed
Rulemaking process, the sponsor of the
event informed the Coast Guard that the
dates of the enforcement period needed
to be changed. The original proposed
dates for the safety zone were from May
24, 2010 until May 30, 2010 allowing
enforcement of the safety zone during
the air show practice sessions. There
will no longer be a practice session;
therefore, the safety zone will only be
needed during the main event on the
Thursday through Sunday before
Memorial Day in May.

Regulatory Analyses

We developed this rule after
considering numerous statutes and
executive orders related to rulemaking.
Below we summarize our analyses

based on 13 of these statutes or
executive orders.

Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this rule would have a
significant economic impact on a
substantial number of small entities.
The term “small entities” comprises
small businesses, not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000.

The Coast Guard certifies under 5
U.S.C. 605(b) that this rule will not have
a significant economic impact on a
substantial number of small entities.
This rule may affect the following
entities, some of which may be small
entities: The owners or operators of
vessels intending to transit or anchor in
those portions of the Atlantic Ocean off
of Jones Beach State Park, Jones Beach,
New York covered by the safety zone.

This regulation may have some
impact on the public, but the potential
impact will be minimized for the
following reasons: The zone would only
be enforced for a temporary period each
day over a four day period; and vessels
may transit in all areas around the zone
at all times.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
in the NPRM we offered to assist small
entities in understanding the rule so
that they could better evaluate its effects
on them and participate in the
rulemaking process.

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

Collection of Information

This rule calls for no new collection
of information under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520).

Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this rule under that Order and have
determined that it does not have
implications for federalism.

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 expenditure, we
do discuss the effects of this rule
elsewhere in this preamble.

Taking of Private Property

This rule will not cause a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not create an environmental risk to
health or risk to safety that may
disproportionately affect children.

Indian Tribal Governments

This rule does not have Tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,

because it does not have a substantial
direct effect on one or more Indian
Tribes, on the relationship between the
Federal Government and Indian Tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian Tribes.

Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “significant
energy action” under that order because
it is not a “significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. The Administrator of the Office
of Information and Regulatory Affairs
has not designated it as a significant
energy action. Therefore, it does not
require a Statement of Energy Effects
under Executive Order 13211.

Technical Standards

The National Technology Transfer
and Advancement Act (NTTAA) (15
U.S.C. 272 note) directs agencies to use
voluntary consensus standards in their
regulatory activities unless the agency
provides Congress, through the Office of
Management and Budget, with an
explanation of why using these
standards would be inconsistent with
applicable law or otherwise impractical.
Voluntary consensus standards are
technical standards (e.g., specifications
of materials, performance, design, or
operation; test methods; sampling
procedures; and related management
systems practices) that are developed or
adopted by voluntary consensus
standards bodies.

This rule does not use technical
standards. Therefore, we did not
consider the use of voluntary consensus
standards.

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 concluded 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 is categorically
excluded, under figure 2—1, paragraph
(34)(g), of the Instruction. This rule
involves establishing safety zones and
therefore falls within the categorical

exclusion noted above. An
environmental analysis checklist and a
categorical exclusion determination are
available in the docket where indicated
under ADDRESSES.

List of Subjects in 33 CFR Part 165

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

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

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

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

Authority: 33 U.S.C. 1226 and 1231; 46
U.S.C. Chapter 701, 3306, 3703; 50 U.S.C.
191, 195; 33 CFR 1.05-1, 6.04—1, 6.04—6, and
160.5; Pub. L. 107-295, 116 Stat. 2064;
Department of Homeland Security Delegation
No. 0170.1.

m 2. Add § 165.159 to read as follows:

§165.159 Safety Zone: New York Air Show
at Jones Beach State Park, Wantagh, NY.

(a) Location. The following waters of
the Atlantic Ocean off of Jones Beach
State Park, Wantagh, NY are designated
a safety zone: Beginning at a point on
land located in Jones Beach State Park
at approximate position 40°35’06” N,
073°32’37” W, then running east along
the shoreline of Jones Beach State Park
to approximate position 40°3549” N,
073°28’47” W; then running south to a
position in the Atlantic Ocean off of
Jones Beach at approximate position
40°35’05” N, 073°28'34” W; then
running west to approximate position
40°34’23” N, 073°32°23” W; then
running north to the point of origin. All
coordinates are North American Datum
1983.

(b) Definitions. The following
definition applies to this section:
Designated On-scene Patrol Personnel,
means any commissioned, warrant and
petty officers of the U.S. Coast Guard
operating Coast Guard vessels who have
been authorized to act on the behalf of
the Captain of the Port Long Island
Sound.

(c) Regulations. (1) In accordance with
the general regulations in § 165.23 of
this part, entry into or movement within
this zone is prohibited unless
authorized by the Captain of the Port
Long Island Sound or designated on-
scene patrol personnel.

(2) All persons and vessels must
comply with the Coast Guard Captain of
the Port or designated on-scene patrol
personnel. On-scene Coast Guard patrol
personnel include commissioned,
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warrant, and petty officers of the Coast
Guard on board Coast Guard, Coast
Guard Auxiliary, and local, State, and
Federal law enforcement vessels.

(3) Upon being hailed by siren, radio,
flashing light or other means from a U.S.
Coast Guard vessel or other vessel with
on-scene patrol personnel aboard, the
operator of the vessel shall proceed as
directed.

(4) Persons and vessels desiring to
enter the regulated area may request
permission to enter from the designated
on scene patrol personnel by contacting
them on VHF-16 or by a request to the
Captain of the Port Long Island Sound
via phone at (203) 468—4401.

(d) Enforcement Period. This rule will
be enforced annually on the Thursday
through Sunday before Memorial Day in
May. Notification of the enforcement of
the safety zone will be made via marine
broadcasts and local notice to mariners.

Dated: May 24, 2010.
Daniel A. Ronan,

Captain, U.S. Coast Guard, Captain of the
Port, Long Island Sound.

[FR Doc. 2010-24236 Filed 9-28-10; 8:45 am|
BILLING CODE 9110-04-P

DEPARTMENT OF VETERANS
AFFAIRS

38 CFR Part 3
RIN 2900-AN24

Presumptions of Service Connection
for Persian Gulf Service

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

SUMMARY: The Department of Veterans
Affairs (VA) amends its adjudication
regulations concerning presumptive
service connection for certain diseases.
This amendment implements a decision
of the Secretary of Veterans Affairs that
there is a positive association between
service in Southwest Asia during certain
periods and the subsequent
development of certain infectious
diseases in response to an October 16,
2006, report of the National Academy of
Sciences (NAS), titled “Gulf War and
Health Volume 5: Infectious Diseases.”
The intended effect of this amendment
is to establish presumptive service
connection for these diseases and to
provide guidance regarding long-term
health effects associated with these
diseases.

DATES: Effective Date: This amendment
is effective September 29, 2010.
Applicability Date: The provisions of
this regulatory amendment apply to all
applications for benefits pending before

VA on or received by VA on or after
September 29, 2010.

FOR FURTHER INFORMATION CONTACT:
Thomas J. Hernandez, Regulations Staff
(211D), Compensation and Pension
Service, Veterans Benefits
Administration, Department of Veterans
Affairs, 810 Vermont Avenue, NW.,
Washington, DC 20420, (202) 461-9428.
(This is not a toll-free number.)
SUPPLEMENTARY INFORMATION: On March
18, 2010, VA published a proposal in
the Federal Register (75 FR 13051) to
implement a decision of the Secretary of
Veterans Affairs that there is a positive
association between service in
Southwest Asia during certain periods
and the subsequent development of
certain infectious diseases. We proposed
to revise the title of the regulation to
better reflect the content of the
regulation and better reflect the
authorizing statute (38 U.S.C. 1117); to
establish presumptions of service
connection for nine infectious diseases
becoming manifest within a specified
time after service in the Southwest Asia
theater of operations or Afghanistan
during certain time periods; and to
reorganize the regulation to make clear
the criteria applicable to each of the
presumptions in the regulation.

VA provided a 60-day comment
period that expired on May 17, 2010.
VA received 18 comments in response
to the proposed rule. Of these, five
comments expressed general agreement
with and support for this amendment.
We also received a number of comments
from veterans regarding their individual
claims for veterans benefits. We do not
respond to these comments in this
notice as they are beyond the scope of
this rulemaking. For the reasons
explained in this notice, this final rule
contains no changes from the proposed
rule.

One commenter suggested that
presumptive service-connection be
granted for service in Turkey during the
Persian Gulf War. The areas considered
in the NAS review on which this rule
is based were those areas of south-
central and southwest Asia generally
corresponding to the theaters of
operations for the 1991 Gulf war,
Operation Enduring Freedom (OEF),
and Operation Iraqi Freedom (OIF) as
designated by Executive Order.
Executive Order 12744 (Jan. 12, 1991);
60 FR 6665 (Feb. 3, 1995); Executive
Order 13239 (Dec. 12, 2001). Turkey
was not included in that review. We
therefore make no change based on this
comment. Although the NAS report did
not include Turkey in the list of
geographic areas where the nine
infectious diseases are endemic, we note

that no veteran is prevented from
attempting to establish service
connection on a direct basis by
presenting evidence linking the
veteran’s post-service disability to an
infection contracted during service or
any other circumstance in service.

One commenter suggested that VA
recognize myalgic encephalomyelitis,
neurasthenia, multiple chemical
sensitivities, and chronic
mononucleosis as “medically
unexplained chronic multisymptom
illnesses” under 38 CFR
3.317(a)(2)(i)(B). The purpose of this
rulemaking is to add presumptions for
infectious diseases based on findings by
NAS in “Gulf War and Health Volume
5: Infectious Diseases.” That report did
not address the issue of “medically
unexplained chronic multisymptom
illnesses.” The comment, therefore, is
outside of the scope of this rulemaking.

One commenter recommended that
the rule authorize specific treatment for
certain diseases. The purpose of this
rule is to amend adjudication
regulations. Treatment protocols for
diseases and disabilities are outside the
scope of this regulation, and, outside the
scope of 38 CFR part 3. For this reason,
we make no change based on this
comment.

This same commenter suggested that
infections with Mycoplasma species be
added to the list of presumptive
infectious diseases. The NAS did not
include Mycoplasma species among the
nine infectious diseases they selected.
The recent NAS report specifically
focused on scientific and medical
literature addressing the incidence of
long-term health effects in individuals
who had been diagnosed with the
primary infectious disease and stated
findings with respect to only the
strength of the evidence for associations
between the primary infectious diseases
and the secondary health effects. The
NAS evaluated the published, peer-
reviewed scientific and medical
literature on long-term health effects
associated with infectious diseases
pertinent to service in Southwest Asia
and those known to have been of special
concern to veterans deployed to that
area. The NAS identified over 20,000
potentially relevant scientific reports,
and focused on 1,200 that had the
necessary scientific quality.

The NAS initially identified
approximately 100 diseases that are
known to be endemic to Southwest
Asia. Because those diseases would in
most instances become manifest within
a relatively short time after infection,
NAS eliminated from consideration any
disease that had never been reported in
any U.S. troops within a reasonable
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period following Persian Gulf
deployments. The NAS also eliminated
from consideration any diseases not
known to produce long-term health
effects. On that basis, the NAS limited
the list of diseases to the nine that:

(1) Are prevalent in Southwest Asia,

(2) Have been diagnosed among U.S.
troops serving there, and

(3) Are known to cause long-term
adverse health effects.

NAS did not include mycoplasma
infection among the conditions meeting
these criteria. NAS addressed
mycoplasma infections as an issue of
special concern to Gulf War Veterans
because some studies have suggested
that such infections may be linked to
Gulf War Veterans’ health problems.
However, after reviewing the evidence,
NAS concluded that mycoplasma
infections are not related to the
symptoms reported by Gulf War
Veterans. For these reasons, we make no
change based on this comment.

One commenter suggested that the
time period allowed for presumptive
service-connection be enlarged due to
possible delays in seeking treatment.
The diseases with 1-year presumptive
periods are consistent with the general
1-year presumptive period for tropical
diseases currently in 38 U.S.C.
1112(a)(2). The diseases with 1-year
presumptive periods are also consistent
with medical principles, reflected in the
NAS report, that those diseases
ordinarily would be manifest within a
short period following infection. We
believe the 1-year presumptive period
would be sufficient to encompass
infectious diseases that are likely to
have resulted from infection during
service in the Southwest Asia theater of
operations or Afghanistan, and we,
therefore, make no change based on this
comment.

One commenter was concerned that
the proposed rule does not address
effective dates for claims previously
denied service-connection for a
condition that is now presumptively
service-connected. The commenter also
averred that the effective dates under
the proposed rule should be governed
by 38 CFR 3.816. The effective date for
the addition of presumptive diseases is
mandated by statute; it is not at the
discretion of the Secretary of Veterans
Affairs. Section 1118, title 38, United
States Code, provides detailed
instructions as to promulgation of
regulations relating to presumptions of
service connection for illnesses
associated with service in the Persian
Gulf during the Persian Gulf War. The
statute prescribes that when the
Secretary determines that such a

presumption is warranted, “the
Secretary shall * * * issue proposed
regulations setting forth the * * *
determination.” 38 U.S.C. 1118(c)(2).
The Secretary must then “issue final
regulations” which “shall be effective on
the date of issuance.” 38 U.S.C.
1118(c)(4). Under 38 U.S.C. 5110(g), the
effective date of an award based on a
new presumption in a VA regulation
may not be earlier than the effective
date of the new presumption.

Section 3.816 applies only to class
members of the United States District
Court class-action case Nehmer v.
United States Department of Veterans
Affairs, No. CV-86—6160 TEH (N.D.
Cal.). See 38 C.F.R. 3.816(a)(1) (defining
Nehmer class members). Section 3.816
is the result of a stipulation and order
in the Nehmer case, and it operates
outside the statutory bounds that govern
other claims for service connection.
Section 3.816 will not apply to any
claims under 38 CFR 3.317, and we
make no change to the rule based on
this comment.

One commenter suggested that
examples of possible neurological
symptoms for West Nile virus be
included in the regulation. Identifying
the symptoms or findings that may
support a diagnosis of any of the
infectious diseases is a factual issue to
be addressed based on medical evidence
in individual cases and is beyond the
scope of this rule. As no examples of
symptoms are provided for any other
disease, and the commenter did not
explain what distinguishes West Nile
virus from other infectious diseases
such that its symptoms should be listed,
we make no change based upon this
comment.

One commenter suggested that the
term “affirmative evidence” should be
replaced with the term “clear and
convincing evidence” describing
evidence required to rebut the
presumption. The general evidentiary
standard governing VA factual
determinations on issues material to the
resolution of claims is set out in 38
U.S.C. 5107. Although § 5107 does not
explicitly state an evidentiary standard,
VA interprets it to provide a
“preponderance of the evidence”
standard. “The ‘clear and convincing’
standard is ‘reserved to protect
particularly important interests in a
limited number of civil cases.”” Thomas
v. Nicholson, 423 F.3d 1279, 1283 (Fed.
Cir. 2005) quoting California ex rel
Cooper v. Mitchell Bros.” Santa Ana
Theater, 454 U.S. 90, 93 (1981). In
veterans’ cases, Congress has
established specific, heightened
evidentiary standards for certain
determinations, e.g., 38 U.S.C. 1111 and

1154(b), but notably Congress did not do
so for determinations under 38 U.S.C.
1117 or 1118. Therefore, VA makes no
changes based upon this comment.

The same commenter suggested that a
medical opinion should not be
requested by VA when existing medical
evidence is sufficient for rating
purposes. Section 5125 provides
that,“[f]or purposes of establishing any
claim for benefits under chapter 11 or
15 of [title 38], a report of a medical
examination administered by a private
physician that is provided by a claimant
in support of a claim for benefits * * *
may be accepted without a requirement
for confirmation by an examination by
a physician employed by the Veterans
Health Administration [(VHA)] if the
report is sufficiently complete to be
adequate for the purpose of adjudicating
such claim.” See also 38 CFR 3.326.
Because this matter is addressed by
those authorities and is beyond the
scope of this rule, VA makes no change
based upon this comment.

One commenter suggested that
presumptive service-connection should
be extended to complications of anthrax
immunization. The charge to NAS that
resulted in “Gulf War and Health
Volume 5: Infectious Diseases” was to
evaluate the published, peer-reviewed
scientific and medical literature on
long-term health effects associated with
infectious diseases pertinent to service
in Southwest Asia. We make no change
based on this comment because it is
outside of the scope of this rulemaking.

Moreover, NAS previously issued a
report titled, Gulf War and Health,
Volume 1: “Depleted Uranium, Sarin,
Pyridostigmine Bromide, Vaccines,” on
January 1, 2000. In that report, NAS
limited its analysis to the health effects
of depleted uranium, the chemical
warfare agent sarin, vaccinations against
botulism toxin and anthrax, and
pyridostigmine bromide. On July 6,
2001, VA published a notice in the
Federal Register announcing the
Secretary’s determination that the
available evidence did not warrant a
presumption of service connection for
any disease discussed in that report. See
66 FR 35702 (2001).

One commenter suggested that the
presumptive period in 38 CFR
3.317(a)(1)(@i), in which certain
disabilities due to undiagnosed illnesses
manifest to a degree of 10 percent or
more are attributable to service in the
Southwest Asia theater of operations, be
extended indefinitely. Public Law 103—
446 directed the Secretary to prescribe
by regulation the period of time
(presumptive period) following service
in the Southwest Asia theater of
operations determined to be appropriate
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for the manifestation of an illness
warranting payment of compensation. It
further directed that the Secretary’s
determination of a presumptive period
be made only following a review of any
credible medical or scientific evidence
and the historical treatment afforded
disabilities for which manifestation
periods have been established and
taking into account other pertinent
circumstances regarding the experiences
of veterans of the Persian Gulf War.
Because the purpose of this rulemaking
was to add presumptions for infectious
diseases, any issue regarding
undiagnosed illnesses was neither
raised nor addressed in the proposed
rulemaking and is, therefore, outside of
the scope of this rulemaking. In the
Federal Register of December 5, 2007
(72 FR 68507), VA extended the
presumption period for undiagnosed
illnesses to December 31, 2011, and
stated that VA may consider further
extensions in the future.

For clarity, we have made several
changes to the proposed rule. Regarding
section 3.317(c)(1), we have added the
introductory words “Except as provided
by paragraph (c)(4) of the section,” in
order to notify claimants that the
presumptions can be rebutted. We also
changed the phrase “becomes manifest
in a Persian Gulf veteran, as defined in
paragraph (e)(1) of this section or a
veteran who served on active military,
naval, or air service in Afghanistan on
or after September 19, 2001,” to the
phrase “becomes manifest in a veteran
with a qualifying period of service.”
This change mirrors the language in
paragraph (c)(3)(ii) and avoids restating
a definition already provided in the
regulation. Regarding paragraph (e), we
are moving the phrase “during the
Persian Gulf War” from paragraph (e)(1)
to (e)(2), as it read in the previous rule.
In the proposed rule, we explained that
we intended to redesignate current
paragraph (d) as paragraph (e), but in
doing so we inadvertently moved the
phrase “during the Persian Gulf War”
from (1) to (2). The changes that we
have made to the final rule are
nonsubstantive.

Paperwork Reduction Act

This document contains no provisions
constituting a collection of information
under the Paperwork Reduction Act (44
U.S.C. 3501-3521).

Regulatory Flexibility Act

The Secretary hereby certifies that
this final rule will not have a significant
economic impact on a substantial
number of small entities as they are
defined in the Regulatory Flexibility
Act, 5 U.S.C. 601-612. This final rule

would not affect any small entities.
Only VA beneficiaries could be directly
affected. Therefore, pursuant to 5 U.S.C.
605(b), this final rule is exempt from the
initial and final regulatory flexibility
analysis requirements of sections 603
and 604.

Executive Order 12866

Executive Order 12866 directs
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). The
Executive Order classifies a “significant
regulatory action,” requiring review by
the Office of Management and Budget
(OMB), as any regulatory action that is
likely to result in a rule that may: (1)
Have an annual effect on the economy
of $100 million or more or adversely
affect in a material way the economy, a
sector of the economy, productivity,
competition, jobs, the environment,
public health or safety, or State, local,
or tribal governments or communities;
(2) create a serious inconsistency or
otherwise interfere with an action taken
or planned by another agency; (3)
materially alter the budgetary impact of
entitlements, grants, user fees, or loan
programs or the rights and obligations of
recipients thereof; or (4) raise novel
legal or policy issues arising out of legal
mandates, the President’s priorities, or
the principles set forth in the Executive
Order.

The economic, interagency,
budgetary, legal, and policy
implications of this final rule have been
examined, and it has been determined
to be a significant regulatory action
under the Executive Order because it is
likely to result in a rule that will raise
novel legal or policy issues arising out
of legal mandates, the President’s
priorities, or the principles set forth in
the Executive Order.

Unfunded Mandates

The Unfunded Mandates Reform Act
of 1995 requires, at 2 U.S.C. 1532, that
agencies prepare an assessment of
anticipated costs and benefits before
issuing any rule that may result in the
expenditure by State, local, and tribal
governments, in the aggregate, or by the
private sector, of $100 million or more
(adjusted annually for inflation) in any
year. This final rule would have no such
effect on State, local, and tribal
governments, or on the private sector.

Catalog of Federal Domestic Assistance
Numbers and Titles

The Catalog of Federal Domestic
Assistance program numbers and titles
for this rule are 64.009, Veterans
Medical Care Benefits; 64.100,
Automobiles and Adaptive Equipment
for Certain Disabled Veterans and
Members of the Armed Forces; 64.101,
Burial Expenses Allowance for
Veterans; 64.106, Specially Adapted
Housing for Disabled Veterans; 64.109,
Veterans Compensation for Service-
Connected Disability; and 64.110,
Veterans Dependency and Indemnity
Compensation for Service-Connected
Death.

Signing Authority

The Secretary of Veterans Affairs, or
designee, approved this document and
authorized the undersigned to sign and
submit the document to the Office of the
Federal Register for publication
electronically as an official document of
the Department of Veterans Affairs. John
R. Gingrich, Chief of Staff, Department
of Veterans Affairs, approved this
document on July 7, 2010, for
publication.

List of Subjects in 38 CFR Part 3

Administrative practice and
procedure, Claims, Disability benefits,
Health care, Pensions, Radioactive
materials, Veterans, Vietnam.

Dated: September 23, 2010.
Robert C. McFetridge,
Director, Regulation Policy and Management,
Office of the General Counsel, Department
of Veterans Affairs.
m For the reasons set out in the
preamble, VA is amending 38 CFR part
3 as follows:

PART 3—ADJUDICATION

Subpart A—Pension, Compensation,
and Dependency and Indemnity
Compensation

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

Authority: 38 U.S.C. 501(a), unless
otherwise noted.

m 2. Revise § 3.317 to read as follows:

§3.317 Compensation for certain
disabilities occurring in Persian Gulf
veterans.

(a) Compensation for disability due to
undiagnosed illness and medically
unexplained chronic multisymptom
illnesses. (1) Except as provided in
paragraph (a)(7) of this section, VA will
pay compensation in accordance with
chapter 11 of title 38, United States
Code, to a Persian Gulf veteran who
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exhibits objective indications of a
qualifying chronic disability, provided
that such disability:

(i) Became manifest either during
active military, naval, or air service in
the Southwest Asia theater of
operations, or to a degree of 10 percent
or more not later than December 31,
2011; and

(ii) By history, physical examination,
and laboratory tests cannot be attributed
to any known clinical diagnosis.

(2)(i) For purposes of this section, a
qualifying chronic disability means a
chronic disability resulting from any of
the following (or any combination of the
following):

(A) An undiagnosed illness;

(B) The following medically
unexplained chronic multisymptom
illnesses that are defined by a cluster of
signs or symptoms:

(1) Chronic fatigue syndrome;

(2) Fibromyalgia;

(3) Irritable bowel syndrome; or

(4) Any other illness that the
Secretary determines meets the criteria
in paragraph (a)(2)(ii) of this section for
a medically unexplained chronic
multisymptom illness.

(ii) For purposes of this section, the
term medically unexplained chronic
multisymptom illness means a
diagnosed illness without conclusive
pathophysiology or etiology that is
characterized by overlapping symptoms
and signs and has features such as
fatigue, pain, disability out of
proportion to physical findings, and
inconsistent demonstration of laboratory
abnormalities. Chronic multisymptom
illnesses of partially understood
etiology and pathophysiology will not
be considered medically unexplained.

(3) For purposes of this section,
“objective indications of chronic
disability” include both “signs,” in the
medical sense of objective evidence
perceptible to an examining physician,
and other, non-medical indicators that
are capable of independent verification.

(4) For purposes of this section,
disabilities that have existed for 6
months or more and disabilities that
exhibit intermittent episodes of
improvement and worsening over a 6-
month period will be considered
chronic. The 6-month period of
chronicity will be measured from the
earliest date on which the pertinent
evidence establishes that the signs or
symptoms of the disability first became
manifest.

(5) A qualifying chronic disability
referred to in this section shall be rated
using evaluation criteria from part 4 of
this chapter for a disease or injury in
which the functions affected,

anatomical localization, or
symptomatology are similar.

(6) A qualifying chronic disability
referred to in this section shall be
considered service connected for
purposes of all laws of the United
States.

(7) Compensation shall not be paid
under this section for a chronic
disability:

(i) If there is affirmative evidence that
the disability was not incurred during
active military, naval, or air service in
the Southwest Asia theater of
operations; or

(ii) If there is affirmative evidence that
the disability was caused by a
supervening condition or event that
occurred between the veteran’s most
recent departure from active duty in the
Southwest Asia theater of operations
and the onset of the disability; or

(iii) If there is affirmative evidence
that the disability is the result of the
veteran’s own willful misconduct or the
abuse of alcohol or drugs.

(b) Signs or symptoms of undiagnosed
illness and medically unexplained
chronic multisymptom illnesses. For the
purposes of paragraph (a)(1) of this
section, signs or symptoms which may
be manifestations of undiagnosed illness
or medically unexplained chronic
multisymptom illness include, but are
not limited to:

(1) Fatigue.

(2) Signs or symptoms involving skin.

(3) Headache.

(4) Muscle pain.

(5) Joint pain.

(6) Neurological signs or symptoms.

(7) Neuropsychological signs or
symptoms.

(8) Signs or symptoms involving the
respiratory system (upper or lower).

(9) Sleep disturbances.

(10) Gastrointestinal signs or
symptoms.

(11) Cardiovascular signs or
symptoms.

(12) Abnormal weight loss.

(13) Menstrual disorders.

(c) Presumptive service connection for
infectious diseases. (1) Except as
provided in paragraph (c)(4) of this
section, a disease listed in paragraph
(c)(2) of this section will be service
connected if it becomes manifest in a
veteran with a qualifying period of
service, provided the provisions of
paragraph (c)(3) of this section are also
satisfied.

(2) The diseases referred to in
paragraph (c)(1) of this section are the
following:

(i) Brucellosis.

(ii) Campylobacter jejuni.

(iii) Coxiella burnetii (Q fever).

(iv) Malaria.

(v) Mycobacterium tuberculosis.

(vi) Nontyphoid Salmonella.

(vii) Shigella.

(viii) Visceral leishmaniasis.

(ix) West Nile virus.

(3) The diseases listed in paragraph
(c)(2) of this section will be considered
to have been incurred in or aggravated
by service under the circumstances
outlined in paragraphs (c)(3)(i) and (ii)
of this section even though there is no
evidence of such disease during the

eriod of service.

(i) With three exceptions, the disease
must have become manifest to a degree
of 10 percent or more within 1 year from
the date of separation from a qualifying
period of service as specified in
paragraph (c)(3)(ii) of this section.
Malaria must have become manifest to
a degree of 10 percent or more within
1 year from the date of separation from
a qualifying period of service or at a
time when standard or accepted
treatises indicate that the incubation
period commenced during a qualifying
period of service. There is no time limit
for visceral leishmaniasis or
tuberculosis to have become manifest to
a degree of 10 percent or more.

(ii) For purposes of this paragraph (c),
the term qualifying period of service
means a period of service meeting the
requirements of paragraph (e) of this
section or a period of active military,
naval, or air service on or after
September 19, 2001, in Afghanistan.

(4) A disease listed in paragraph (c)(2)
of this section shall not be presumed
service connected:

(i) If there is affirmative evidence that
the disease was not incurred during a
qualifying period of service; or

(ii) If there is affirmative evidence that
the disease was caused by a supervening
condition or event that occurred
between the veteran’s most recent
departure from a qualifying period of
service and the onset of the disease; or

(iii) If there is affirmative evidence
that the disease is the result of the
veteran’s own willful misconduct or the
abuse of alcohol or drugs.

(d) Long-term health effects
potentially associated with infectious
diseases. (1) A report of the Institute of
Medicine of the National Academy of
Sciences has identified the following
long-term health effects that potentially
are associated with the infectious
diseases listed in paragraph (c)(2) of this
section. These health effects and
diseases are listed alphabetically and
are not categorized by the level of
association stated in the National
Academy of Sciences report (see Table
to §3.317). If a veteran who has or had
an infectious disease identified in
column A also has a condition
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identified in column B as potentially
related to that infectious disease, VA
must determine, based on the evidence
in each case, whether the column B
condition was caused by the infectious
disease for purposes of paying disability
compensation. This does not preclude a
finding that other manifestations of

disability or secondary conditions were
caused by an infectious disease.

(2) If a veteran presumed service
connected for one of the diseases listed
in paragraph (c)(2) of this section is
diagnosed with one of the diseases
listed in column “B” in the table within
the time period specified for the disease

in the same table, if a time period is
specified or, otherwise, at any time, VA
will request a medical opinion as to
whether it is at least as likely as not that
the condition was caused by the veteran
having had the associated disease in
column “A” in that same table.

TABLE TO §3.317—LONG-TERM HEALTH EFFECTS POTENTIALLY ASSOCIATED WITH INFECTIOUS DISEASES

B
A
Disease
Brucellosis ...........ccccoocoeevciiieeiccenne o Arthritis.
e Cardiovascular, nervous, and respiratory system infections.
e Chronic meningitis and meningoencephalitis.
e Deafness.
¢ Demyelinating meningovascular syndromes.
o Episcleritis.
o Fatigue, inattention, amnesia, and depression.
e Guillain-Barré syndrome.
e Hepatic abnormalities, including granulomatous hepatitis.
o Multifocal choroiditis.
¢ Myelitis-radiculoneuritis.
e Nummular keratitis.
o Papilledema.
o Optic neuritis.
¢ Orchioepididymitis and infections of the genitourinary system.
e Sensorineural hearing loss.
e Spondylitis.
o Uveitis.
Campylobacter jejuni ...................... e Guillain-Barré syndrome if manifest within 2 months of the infection.
o Reactive Arthritis if manifest within 3 months of the infection.
o Uveitis if manifest within 1 month of the infection.
Coxiella burnetii (Q fever) ............... e Chronic hepatitis.
¢ Endocarditis.
o Osteomyelitis.
¢ Post-Q-fever chronic fatigue syndrome.
e Vascular infection.
Malaria ..........cccoooeoiiiiiiiiiiee ¢ Demyelinating polyneuropathy.
e Guillain-Barré syndrome.
* Hematologic manifestations (particularly anemia after falciparum malaria and splenic rupture after vivax
malaria).
¢ Immune-complex glomerulonephritis.
* Neurologic disease, neuropsychiatric disease, or both.
¢ Ophthalmologic manifestations, particularly retinal hemorrhage and scarring.
e Plasmodium falciparum.
e Plasmodium malariae.
e Plasmodium ovale.
e Plasmodium vivax.
* Renal disease, especially nephrotic syndrome.
Mycobacterium tuberculosis ........... o Active tuberculosis.
e Long-term adverse health outcomes due to irreversible tissue damage from severe forms of pulmonary
and extrapulmonary tuberculosis and active tuberculosis.
Nontyphoid Salmonella ................... o Reactive Arthritis if manifest within 3 months of the infection.
Shigella .........ccccoovviiiiiiiiiene ¢ Hemolytic-uremic syndrome if manifest within 1 month of the infection.
o Reactive Arthritis if manifest within 3 months of the infection.
Visceral leishmaniasis ..................... ¢ Delayed presentation of the acute clinical syndrome.
o Post-kala-azar dermal leishmaniasis if manifest within 2 years of the infection.
¢ Reactivation of visceral leishmaniasis in the context of future immunosuppression.
West Nile Virus .........ccccevceveencenenn. e Variable physical, functional, or cognitive disability.

(e) Service. For purposes of this
section:

(1) The term Persian Gulf veteran
means a veteran who served on active
military, naval, or air service in the
Southwest Asia theater of operations
during the Persian Gulf War.

(2) The Southwest Asia theater of
operations refers to Iraq, Kuwait, Saudi
Arabia, the neutral zone between Iraq
and Saudi Arabia, Bahrain, Qatar, the
United Arab Emirates, Oman, the Gulf
of Aden, the Gulf of Oman, the Persian
Gulf, the Arabian Sea, the Red Sea, and
the airspace above these locations.

(Authority: 38 U.S.C. 1117, 1118).
[FR Doc. 2010-24360 Filed 9-28—10; 8:45 am]
BILLING CODE 8320-01-P
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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[EPA-R03-OAR-2010-0594; FRL-9208-2]

Approval and Promulgation of Air
Quality Implementation Plans;
Maryland; Control of Volatile Organic
Compound Emissions From Industrial
Solvent Cleaning Operations

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Direct final rule.

SUMMARY: EPA is taking direct final
action to approve a State
Implementation Plan (SIP) revision
submitted by the Maryland Department
of the Environment (MDE). This SIP
revision consists of an addition to
Maryland’s Volatile Organic
Compounds from Specific Processes
Regulation. MDE has adopted standards
for industrial solvent cleaning
operations that satisfy the reasonably
available control technology (RACT)
requirements for sources of volatile
organic compounds (VOCs) covered by
control techniques guidelines (CTG).
This amendment reduces VOC
emissions from industrial solvent
cleaning operations which will help
Maryland attain and maintain the
National Ambient Air Quality Standards
(NAAQS) for ozone. This action is being
taken under the Clean Air Act (CAA).

DATES: This rule is effective on
November 29, 2010 without further
notice, unless EPA receives adverse
written comment by October 29, 2010.
If EPA receives such comments, it will
publish a timely withdrawal of the
direct final rule in the Federal Register
and inform the public that the rule will
not take effect.

ADDRESSES: Submit your comments,
identified by Docket ID Number EPA—
R03-0OAR-2010-0594, by one of the
following methods:

A. http://www.regulations.gov. Follow
the on-line instructions for submitting
comments.

B. E-mail: pino.maria@epa.gov.

C. Mail: EPA-R03-OAR-2010-0594,
Maria Pino, Acting Associate Director,
Office of Air Program Planning,
Mailcode 3AP30, U.S. Environmental
Protection Agency, Region III, 1650
Arch Street, Philadelphia, Pennsylvania
19103.

D. Hand Delivery: At the previously-
listed EPA Region III address. Such
deliveries are only accepted during the
Docket’s normal hours of operation, and
special arrangements should be made
for deliveries of boxed information.

Instructions: Direct your comments to
Docket ID No. EPA-R03-OAR-2010—
0594. EPA’s policy is that all comments
received will be included in the public
docket without change, and may be
made available online at http://
www.regulations.gov, including any
personal information provided, unless
the comment includes information
claimed to be Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Do not submit information that you
consider to be CBI or otherwise
protected through http://
www.regulations.gov or e-mail. The
http://www.regulations.gov Web site is
an “anonymous access” system, which
means EPA will not know your identity
or contact information unless you
provide it in the body of your comment.
If you send an e-mail comment directly
to EPA without going through http://
www.regulations.gov, your e-mail
address will be automatically captured
and included as part of the comment
that is placed in the public docket and
made available on the Internet. If you
submit an electronic comment, EPA
recommends that you include your
name and other contact information in
the body of your comment and with any
disk or CD-ROM you submit. If EPA
cannot read your comment due to
technical difficulties and cannot contact
you for clarification, EPA may not be
able to consider your comment.
Electronic files should avoid the use of
special characters, any form of
encryption, and be free of any defects or
viruses.

Docket: All documents in the
electronic docket are listed in the
http://www.regulations.gov index.
Although listed in the index, some
information is not publicly available,
i.e., CBI or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available either electronically in http://
www.regulations.gov or in hard copy
during normal business hours at the Air
Protection Division, U.S. Environmental
Protection Agency, Region III, 1650
Arch Street, Philadelphia, Pennsylvania
19103. Copies of the State submittal are
available at the Maryland Department of
the Environment, 1800 Washington
Boulevard, Suite 705, Baltimore,
Maryland 21230.

FOR FURTHER INFORMATION CONTACT:
Jacqueline Lewis, (215) 814—2037, or by
e-mail at lewis.jacqueline@epa.gov.
SUPPLEMENTARY INFORMATION:

I. Background

Clean Air Act (CAA) section 172(c)(1)
provides that SIPs for nonattainment
areas must include “reasonably available
control measures” (RACM), including
“reasonably available control
technology,” for sources of emissions.
Section 182(b)(2)(A) provides that for
certain nonattainment areas, States must
revise their SIPs to include RACT for
sources of VOC emissions covered by a
CTG document issued after November
15, 1990 and prior to the area’s date of
attainment.

CAA section 183(e) directs EPA to list
for regulation those categories of
products that account for at least 80
percent of the VOC emissions, on a
reactivity-adjusted basis, from consumer
and commercial products in areas that
violate the NAAQS for ozone. The CTG
is intended to provide state and local air
pollution control authorities
information that should assist them in
determining RACT for VOC from
industrial cleaning solvents operations.

In September 2006, EPA published a
CTG for industrial solvent cleaning
operations. This CTG lists the cleaning
operations associated with industrial
cleaning solvents, identifies the sources
of VOC emissions from those cleaning
operations, and describes the emissions
threshold that applies to this CTG and
available control options for addressing
VOC emissions.

In February 1994, EPA published and
Alternative Control Techniques (ACT)
document for industrial cleaning
solvents. This report describes
alternative techniques that will reduce
VOC emissions from those industrial
cleaning solvents used to remove
contaminants. The ACT document also
provides a quantitative overview of
cleaning solvents used and a model for
accounting and tracking solvent usage.
This document is also an appendix to
the CTG document listed above.

II. Summary of SIP Revision

On April 22, 2010, the State of
Maryland submitted a SIP revision
(#10-03) to address sources of VOC
emissions covered by EPA’s CTG:
Industrial Cleaning Solvents (see EPA
453/R-06-001, September 2006). This
SIP revision adds a new regulation .09—
1 under COMAR 26.11.19 (Volatile
Organic Compounds from Specific
Processes).

COMAR 26.11.19.09—1—Control of
VOC Emissions from Industrial Solvent
Cleaning Operations Other Than Cold
and Vapor Degreasing—affects facilities
that emit 15 pounds or more per day of
VOCs (before consideration of controls)
from the use of industrial solvent
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cleaning operations other then cold and
vapor degreasing. Exclusions include:

¢ Cleaning operations at sources
subject to any other VOC regulation in
COMAR 26.11.19:

¢ Cleaning of electrical and electric
components;

¢ Cleaning of high precision optics;

e Stripping;

e Janitorial cleaning; cleaning of
resin, coating, ink, and adhesive mixing,
molding and application equipment;

¢ Cleaning operations in research and
development laboratories;

¢ Cleaning operations in medical
device or pharmaceutical
manufacturing; and

¢ Cleaning operations related to
performance or quality assurance testing
of coatings, inks, or adhesives.

COMAR 26.11.19.09-1 requires the
vapor pressure of the cleaning solution
to be less than or equal to 8 millimeters
of mercury (mm Hg) at 20° C before it
may be used. This regulation also
requires the maintenance of monthly
records of the total solvent material
used. These records must be made
available to MDE upon request.
Facilities affected by this regulation
must also observe the work practice
requirements, compliance procedures
and test methods found in COMAR
26.11.19.02 (Applicability, Determining
Compliance, Reporting, and General
Requirements).

During the State’s public comment
period, a comment was received
opposing the implementation of the 50
grams VOC per liter limit to digital
printing operations. The commenter
stated that the provisions contained in
COMAR 26.11.19.18F include the use of
cleaning solvents by digital printing
operations; therefore digital operations
should be exempt from this proposed
regulation. In response Maryland
concluded that digital printing sources
are subject to the regulations under
COMAR 26.11.19.18F, and are therefore
exempt from the requirements of
COMAR 26.11.19.09-1. EPA agrees with
Maryland’s response; since Maryland’s
definition of Industrial Solvent Cleaning
Operations includes many exemptions,
one of which excludes all sources
subject to the requirements of any other
VOC regulation in COMAR 26.11.19
(Volatile Organic Compounds from
Specific Processes). COMAR
26.11.19.09-1A(6)(b)(ii), reads as
follows: Industrial Solvent Cleaning
Operations does not include cleaning
operations at sources subject to any
other VOC regulations in this subtitle.

II1. Final Action

EPA is approving Maryland’s SIP
revision because it meets the

requirement for establishing RACT for
sources of VOC emissions covered by
EPA’s Industrial Cleaning Solvents CTG.
EPA is publishing this rule without
prior proposal because the Agency
views this as a noncontroversial
amendment and anticipates no adverse
comment. However, in the “Proposed
Rules” section of today’s Federal
Register, EPA is publishing a separate
document that will serve as the proposal
to approve the SIP revision if adverse
comments are filed. This rule will be
effective on November 29, 2010 without
further notice unless EPA receives
adverse comment by October 29, 2010.
If EPA receives adverse comment, EPA
will publish a timely withdrawal in the
Federal Register informing the public
that the rule will not take effect. EPA
will address all public comments in a
subsequent final rule based on the
proposed rule. EPA will not institute a
second comment period on this action.
Any parties interested in commenting
must do so at this time.

IV. Statutory and Executive Order
Reviews

A. General Requirements

Under the Clean Air Act, the
Administrator is required to approve a
SIP submission that complies with the
provisions of the Act and applicable
Federal regulations. 42 U.S.C. 7410(k);
40 CFR 52.02(a). Thus, in reviewing SIP
submissions, EPA’s role is to approve
state choices, provided that they meet
the criteria of the Clean Air Act.
Accordingly, this action merely
approves state law as meeting Federal
requirements and does not impose
additional requirements beyond those
imposed by state law. For that reason,
this action:

¢ Is not a “significant regulatory
action” subject to review by the Office
of Management and Budget under
Executive Order 12866 (58 FR 51735,
October 4, 1993);

¢ Does not impose an information
collection burden under the provisions
of the Paperwork Reduction Act (44
U.S.C. 3501 et seq.);

e Is certified as not having a
significant economic impact on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.);

¢ Does not contain any unfunded
mandate or significantly or uniquely
affect small governments, as described
in the Unfunded Mandates Reform Act
of 1995 (Pub. L. 104-4);

¢ Does not have Federalism
implications as specified in Executive
Order 13132 (64 FR 43255, August 10,
1999);

¢ Is not an economically significant
regulatory action based on health or
safety risks subject to Executive Order
13045 (62 FR 19885, April 23, 1997);

¢ Is not a significant regulatory action
subject to Executive Order 13211 (66 FR
28355, May 22, 2001);

¢ Is not subject to requirements of
Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (15 U.S.C. 272 note) because
application of those requirements would
be inconsistent with the Clean Air Act;
and

¢ Does not provide EPA with the
discretionary authority to address, as
appropriate, disproportionate human
health or environmental effects, using
practicable and legally permissible
methods, under Executive Order 12898
(59 FR 7629, February 16, 1994).

In addition, this rule does not have
tribal implications as specified by
Executive Order 13175 (65 FR 67249,
November 9, 2000), because the SIP is
not approved to apply in Indian country
located in the state, and EPA notes that
it will not impose substantial direct
costs on tribal governments or preempt
tribal law.

B. Submission to Congress and the
Comptroller General

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

C. Petitions for Judicial Review

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
appropriate circuit by November 29,
2010. Filing a petition for
reconsideration by the Administrator of
this final rule does not affect the finality
of this action for the purposes of judicial
review nor does it extend the time
within which a petition for judicial
review may be filed, and shall not
postpone the effectiveness of such rule
or action. Parties with objections to this
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direct final rule are encouraged to file a
comment in response to the parallel
notice of proposed rulemaking for this
action published in the proposed rules
section of today’s Federal Register,
rather than file an immediate petition
for judicial review of this direct final
rule, so that EPA can withdraw this
direct final rule and address the
comment in the proposed rulemaking.

This action pertaining to Maryland’s
adoption of RACT requirements for VOC
emissions from industrial cleaning
solvents may not be challenged later in

proceedings to enforce its requirements.
(See section 307(b)(2).)

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Incorporation by
reference, Ozone, Reporting and
recordkeeping requirements, Volatile
organic compounds.

Dated: September 14, 2010.

W.C. Early,
Acting Regional Administrator, Region IIL

m 40 CFR part 52 is amended as follows:

PART 52—[AMENDED]

m 1. The authority citation for part 52

continues to read as follows:
Authority: 42 U.S.C. 7401 et seq.

Subpart V—Maryland

m 2.In §52.1070, the table in paragraph
(c) is amended by adding an entry for
COMAR 26.11.19.09-1 to read as
follows:

§52.1070 Identification of plan.
* * * * *
(C) * *x %

EPA-APPROVED REGULATIONS IN THE MARYLAND SIP

Code of Maryland ad-

Additional expla-

ministrative regula- . . State effec- h ok
tions (COMAR) Title/subject tive date EPA approval date natglr;/Fc{:n;ztl(‘)Iq (?(; 40
citation :
26.11.19 Volatile Organic Compounds from Specific Processes
26.11.19.09-1 ......... Control of VOC Emissions from Indus- 4/19/10 9/29/10 [Insert page number where the New Regulation.
trial Solvent Cleaning Operations document begins].
Other Than Cold and Vapor
Degreasing.
* * * * *

[FR Doc. 2010-24421 Filed 9-28-10; 8:45 am]|
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 300

[EPA-HQ-SFUND-2009-0067, EPA-HQ-
SFUND-2010-0068, EPA-HQ-SFUND-2010-
0069, EPA-HQ-SFUND-2010-0070, EPA-
HQ-SFUND-2010-0074, EPA-HQ-SFUND-
2010-0076; FRL—-9207-3]

RIN 2050-AD75

National Priorities List, Final Rule
No. 50

AGENCY: Environmental Protection
Agency.
ACTION: Final rule.

SUMMARY: The Comprehensive
Environmental Response,
Compensation, and Liability Act of 1980
(“CERCLA” or “the Act”), as amended,
requires that the National Oil and
Hazardous Substances Pollution
Contingency Plan (“NCP”) include a list
of national priorities among the known
releases or threatened releases of
hazardous substances, pollutants, or

contaminants throughout the United
States. The National Priorities List
(“NPL”) constitutes this list. The NPL is
intended primarily to guide the
Environmental Protection Agency
(“EPA” or “the Agency”) in determining
which sites warrant further
investigation. These further
investigations will allow EPA to assess
the nature and extent of public health
and environmental risks associated with
the site and to determine what CERCLA-
financed remedial action(s), if any, may
be appropriate. This rule adds six sites
to the NPL, all to the General Superfund
Section.

DATES: Effective Date: The effective date
for this amendment to the NCP is
October 29, 2010.

ADDRESSES: For addresses for the
Headquarters and Regional dockets, as
well as further details on what these
dockets contain, see section II,
“Availability of Information to the
Public” in the SUPPLEMENTARY
INFORMATION portion of this preamble.

FOR FURTHER INFORMATION CONTACT:
Terry Jeng, phone: (703) 603—8852, e-
mail: jeng.terry@epa.gov, Site
Assessment and Remedy Decisions
Branch; Assessment and Remediation
Division; Office of Superfund

Remediation and Technology
Innovation (mail code 5204P); U.S.
Environmental Protection Agency; 1200
Pennsylvania Avenue, NW; Washington,
DC 20460; or the Superfund Hotline,
phone (800) 424-9346 or (703) 412—
9810 in the Washington, DC,
metropolitan area.

SUPPLEMENTARY INFORMATION:
Table of Contents

1. Background

A. What are CERCLA and SARA?

B. What is the NCP?

C. What is the National Priorities List
(NPL)?

D. How are sites listed on the NPL?

E. What happens to sites on the NPL?

F. Does the NPL define the boundaries of
sites?

G. How are sites removed from the NPL?

H. May EPA delete portions of sites from
the NPL as they are cleaned up?

I. What is the Construction Completion List
(Ccr)?

J. What is the Sitewide Ready for
Anticipated Use Measure?

II. Availability of Information to the Public

A. May I review the documents relevant to
this final rule?

B. What documents are available for review
at the Headquarters Docket?

C. What documents are available for review
at the regional dockets?

D. How do I access the documents?
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E. How may I obtain a current list of NPL
sites?

III. Contents of This Final Rule
A. Additions to the NPL
B. Site Name Change
C. What did EPA do with the public

comments it received?
IV. Statutory and Executive Order Reviews
A. Executive Order 12866: Regulatory
Planning and Review

1. What is Executive Order 128667

2. Is this final rule subject to Executive
Order 12866 review?

B. Paperwork Reduction Act

1. What is the Paperwork Reduction Act?

2. Does the Paperwork Reduction Act
apply to this final rule?

C. Regulatory Flexibility Act

1. What is the Regulatory Flexibility Act?

2. How has EPA complied with the
Regulatory Flexibility Act?

D. Unfunded Mandates Reform Act

1. What is the Unfunded Mandates Reform

Act (UMRA)?

. Does UMRA apply to this final rule?

. Executive Order 13132: Federalism

. What is Executive Order 131327

Does Executive Order 13132 apply to

this final rule?

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

1. What is Executive Order 131757

2. Does Executive Order 13175 apply to
this final rule?

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

1. What is Executive Order 130457

2. Does Executive Order 13045 apply to
this final rule?

H. Executive Order 13211: Actions that
Significantly Affect Energy Supply,
Distribution, or Usage

. What is Executive Order 132117

. Does Executive Order 13211 apply to
this final rule?

. National Technology Transfer and
Advancement Act

. What Is the National Technology
Transfer and Advancement Act?

. Does the National Technology Transfer
and Advancement Act apply to this final
rule?

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

. What is Executive Order 128987

. Does Executive Order 12898 apply to
this final rule?

K. Congressional Review Act

1. Has EPA submitted this rule to Congress
and the Government Accountability
Office?

2. Could the effective date of this final rule
change?

3. What could cause a change in the
effective date of this rule?

N EN

[

- —

N

—

[

I. Background
A. What are CERCLA and SARA?

In 1980, Congress enacted the
Comprehensive Environmental
Response, Compensation, and Liability

Act, 42 U.S.C. 9601-9675 (“CERCLA” or
“the Act”), in response to the dangers of
uncontrolled releases or threatened
releases of hazardous substances, and
releases or substantial threats of releases
into the environment of any pollutant or
contaminant that may present an
imminent or substantial danger to the
public health or welfare. CERCLA was
amended on October 17, 1986, by the
Superfund Amendments and
Reauthorization Act (“SARA”), Public
Law 99-499, 100 Stat. 1613 et seq.

B. What is the NCP?

To implement CERCLA, EPA
promulgated the revised National Oil
and Hazardous Substances Pollution
Contingency Plan (“NCP”), 40 CFR part
300, on July 16, 1982 (47 FR 31180),
pursuant to CERCLA section 105 and
Executive Order 12316 (46 FR 42237,
August 20, 1981). The NCP sets
guidelines and procedures for
responding to releases and threatened
releases of hazardous substances, or
releases or substantial threats of releases
into the environment of any pollutant or
contaminant that may present an
imminent or substantial danger to the
public health or welfare. EPA has
revised the NCP on several occasions.
The most recent comprehensive revision
was on March 8, 1990 (55 FR 8666).

As required under section
105(a)(8)(A) of CERCLA, the NCP also
includes “criteria for determining
priorities among releases or threatened
releases throughout the United States
for the purpose of taking remedial
action and, to the extent practicable
taking into account the potential
urgency of such action, for the purpose
of taking removal action.” “Removal”
actions are defined broadly and include
a wide range of actions taken to study,
clean up, prevent or otherwise address
releases and threatened releases of
hazardous substances, pollutants or
contaminants (42 U.S.C. 9601(23)).

C. What is the National Priorities List
(NPL)?

The NPL is a list of national priorities
among the known or threatened releases
of hazardous substances, pollutants, or
contaminants throughout the United
States. The list, which is appendix B of
the NCP (40 CFR part 300), was required
under section 105(a)(8)(B) of CERCLA,
as amended. Section 105(a)(8)(B)
defines the NPL as a list of “releases”
and the highest priority “facilities” and
requires that the NPL be revised at least
annually. The NPL is intended
primarily to guide EPA in determining
which sites warrant further
investigation to assess the nature and
extent of public health and

environmental risks associated with a
release of hazardous substances,
pollutants or contaminants. The NPL is
only of limited significance, however, as
it does not assign liability to any party
or to the owner of any specific property.
Also, placing a site on the NPL does not
mean that any remedial or removal
action necessarily need be taken.

For purposes of listing, the NPL
includes two sections, one of sites that
are generally evaluated and cleaned up
by EPA (the “General Superfund
Section”), and one of sites that are
owned or operated by other Federal
agencies (the “Federal Facilities
Section”). With respect to sites in the
Federal Facilities Section, these sites are
generally being addressed by other
Federal agencies. Under Executive
Order 12580 (52 FR 2923, January 29,
1987) and CERCLA section 120, each
Federal agency is responsible for
carrying out most response actions at
facilities under its own jurisdiction,
custody, or control, although EPA is
responsible for preparing a Hazard
Ranking System (“HRS”) score and
determining whether the facility is
placed on the NPL.

D. How are sites listed on the NPL?

There are three mechanisms for
placing sites on the NPL for possible
remedial action (see 40 CFR 300.425(c)
of the NCP): (1) A site may be included
on the NPL if it scores sufficiently high
on the HRS, which EPA promulgated as
appendix A of the NCP (40 CFR part
300). The HRS serves as a screening tool
to evaluate the relative potential of
uncontrolled hazardous substances,
pollutants or contaminants to pose a
threat to human health or the
environment. On December 14, 1990 (55
FR 51532), EPA promulgated revisions
to the HRS partly in response to
CERCLA section 105(c), added by
SARA. The revised HRS evaluates four
pathways: Ground water, surface water,
soil exposure, and air. As a matter of
Agency policy, those sites that score
28.50 or greater on the HRS are eligible
for the NPL. (2) Pursuant to 42 U.S.C.
9605(a)(8)(B), each State may designate
a single site as its top priority to be
listed on the NPL, without any HRS
score. This provision of CERCLA
requires that, to the extent practicable,
the NPL include one facility designated
by each State as the greatest danger to
public health, welfare, or the
environment among known facilities in
the State. This mechanism for listing is
set out in the NCP at 40 CFR
300.425(c)(2). (3) The third mechanism
for listing, included in the NCP at 40
CFR 300.425(c)(3), allows certain sites
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to be listed without any HRS score, if all
of the following conditions are met:

e The Agency for Toxic Substances
and Disease Registry (ATSDR) of the
U.S. Public Health Service has issued a
health advisory that recommends
dissociation of individuals from the
release.

e EPA determines that the release
poses a significant threat to public
health.

e EPA anticipates that it will be more
cost-effective to use its remedial
authority than to use its removal
authority to respond to the release.

EPA promulgated an original NPL of
406 sites on September 8, 1983 (48 FR
40658) and generally has updated it at
least annually.

E. What happens to sites on the NPL?

A site may undergo remedial action
financed by the Trust Fund established
under CERCLA (commonly referred to
as the “Superfund”) only after it is
placed on the NPL, as provided in the
NCP at 40 CFR 300.425(b)(1).
(“Remedial actions” are those
“consistent with permanent remedy,
taken instead of or in addition to
removal actions * * *.” 42 U.S.C.
9601(24).) However, under 40 CFR
300.425(b)(2), placing a site on the NPL
“does not imply that monies will be
expended.” EPA may pursue other
appropriate authorities to respond to the
releases, including enforcement action
under CERCLA and other laws.

F. Does the NPL define the boundaries
of sites?

The NPL does not describe releases in
precise geographical terms; it would be
neither feasible nor consistent with the
limited purpose of the NPL (to identify
releases that are priorities for further
evaluation), for it to do so. Indeed, the
precise nature and extent of the site are
typically not known at the time of
listing.

Although a CERCLA “facility” is
broadly defined to include any area
where a hazardous substance has “come
to be located” (CERCLA section 101(9)),
the listing process itself is not intended
to define or reflect the boundaries of
such facilities or releases. Of course,
HRS data (if the HRS is used to list a
site) upon which the NPL placement
was based will, to some extent, describe
the release(s) at issue. That is, the NPL
site would include all releases evaluated
as part of that HRS analysis.

When a site is listed, the approach
generally used to describe the relevant
release(s) is to delineate a geographical
area (usually the area within an
installation or plant boundaries) and
identify the site by reference to that

area. However, the NPL site is not
necessarily coextensive with the
boundaries of the installation or plant,
and the boundaries of the installation or
plant are not necessarily the
“boundaries” of the site. Rather, the site
consists of all contaminated areas
within the area used to identify the site,
as well as any other location where that
contamination has come to be located,
or from where that contamination came.

In other words, while geographic
terms are often used to designate the site
(e.g., the “Jones Co. plant site”) in terms
of the property owned by a particular
party, the site, properly understood, is
not limited to that property (e.g., it may
extend beyond the property due to
contaminant migration), and conversely
may not occupy the full extent of the
property (e.g., where there are
uncontaminated parts of the identified
property, they may not be, strictly
speaking, part of the “site”). The “site”
is thus neither equal to, nor confined by,
the boundaries of any specific property
that may give the site its name, and the
name itself should not be read to imply
that this site is coextensive with the
entire area within the property
boundary of the installation or plant. In
addition, the site name is merely used
to help identify the geographic location
of the contamination, and is not meant
to constitute any determination of
liability at a site. For example, the name
“Jones Co. plant site,” does not imply
that the Jones company is responsible
for the contamination located on the
plant site.

EPA regulations provide that the
Remedial Investigation (“RI”) “is a
process undertaken * * * to determine
the nature and extent of the problem
presented by the release” as more
information is developed on site
contamination, and which is generally
performed in an interactive fashion with
the Feasibility Study (“FS”) (40 CFR
300.5). During the RI/FS process, the
release may be found to be larger or
smaller than was originally thought, as
more is learned about the source(s) and
the migration of the contamination.
However, the HRS inquiry focuses on an
evaluation of the threat posed and
therefore the boundaries of the release
need not be exactly defined. Moreover,
it generally is impossible to discover the
full extent of where the contamination
“has come to be located” before all
necessary studies and remedial work are
completed at a site. Indeed, the known
boundaries of the contamination can be
expected to change over time. Thus, in
most cases, it may be impossible to
describe the boundaries of a release
with absolute certainty.

Further, as noted above, NPL listing
does not assign liability to any party or
to the owner of any specific property.
Thus, if a party does not believe it is
liable for releases on discrete parcels of
property, it can submit supporting
information to the Agency at any time
after it receives notice it is a potentially
responsible party.

For these reasons, the NPL need not
be amended as further research reveals
more information about the location of
the contamination or release.

G. How are sites removed from the NPL?

EPA may delete sites from the NPL
where no further response is
appropriate under Superfund, as
explained in the NCP at 40 CFR
300.425(e). This section also provides
that EPA shall consult with states on
proposed deletions and shall consider
whether any of the following criteria
have been met:

(i) Responsible parties or other
persons have implemented all
appropriate response actions required;

(ii) All appropriate Superfund-
financed response has been
implemented and no further response
action is required; or

(iii) The remedial investigation has
shown the release poses no significant
threat to public health or the
environment, and taking of remedial
measures is not appropriate.

H. May EPA delete portions of sites from
the NPL as they are cleaned up?

In November 1995, EPA initiated a
new policy to delete portions of NPL
sites where cleanup is complete (60 FR
55465, November 1, 1995). Total site
cleanup may take many years, while
portions of the site may have been
cleaned up and made available for
productive use.

I. What is the Construction Completion
List (CCL)?

EPA also has developed an NPL
construction completion list (“CCL”) to
simplify its system of categorizing sites
and to better communicate the
successful completion of cleanup
activities (58 FR 12142, March 2, 1993).
Inclusion of a site on the CCL has no
legal significance.

Sites qualify for the CCL when: (1)
Any necessary physical construction is
complete, whether or not final cleanup
levels or other requirements have been
achieved; (2) EPA has determined that
the response action should be limited to
measures that do not involve
construction (e.g., institutional
controls); or (3) the site qualifies for
deletion from the NPL. For the most up-
to-date information on the CCL, see
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EPA’s Internet site at http://
www.epa.gov/superfund/cleanup/
ccl.htm.

J. What is the Sitewide Ready for
Anticipated Use Measure?

The Sitewide Ready for Anticipated
Use measure (formerly called Sitewide
Ready-for-Reuse) represents important
Superfund accomplishments and the
measure reflects the high priority EPA
places on considering anticipated future
land use as part of our remedy selection
process. See Guidance for Implementing
the Sitewide Ready-for-Reuse Measure,
May 24, 2006, OSWER 9365.0-36. This
measure applies to final and deleted
sites where construction is complete, all
cleanup goals have been achieved, and

all institutional or other controls are in
place. EPA has been successful on many
occasions in carrying out remedial
actions that ensure protectiveness of
human health and the environment,
including current and future land users,
in a manner that allows contaminated
properties to be restored to
environmental and economic vitality.
For further information, please go to
http://www.epa.gov/superfund/
programs/recycle/tools/index.html.

II. Availability of Information to the
Public

A. May I review the documents relevant
to this final rule?

Yes, documents relating to the
evaluation and scoring of the sites in

this final rule are contained in dockets
located both at EPA Headquarters and in
the Regional offices.

An electronic version of the public
docket is available through http://
www.regulations.gov (see table below
for Docket Identification numbers).
Although not all Docket materials may
be available electronically, you may still
access any of the publicly available
Docket materials through the Docket
facilities identified below in section II
D.

Site name

City/county, state

Docket ID No.

General Dynamics Longwood

Sanford Dry Cleaners .........cccccceevieiieeiecnieeennnen.

Ten-Mile Drain
Vienna Wells .........
Black River PCBs

Smokey Mountain Smelters ..........ccccceecinieeneene

St. Clair Shores, Ml ...
Vienna, MO ...................
Jefferson County, NY ....
Knox County, TN

Longwood, FL ....cccviviiiiieeceeeeeee
Sanford, FL ...

EPA-HQ-SFUND-2009-0067
EPA-HQ-SFUND-2010-0068
EPA-HQ-SFUND-2010-0069
EPA-HQ-SFUND-2010-0070
EPA-HQ-SFUND-2010-0074
EPA-HQ-SFUND-2010-0076

B. What documents are available for
review at the Headquarters Docket?

The Headquarters Docket for this rule
contains, for each site, the HRS score
sheets, the Documentation Record
describing the information used to
compute the score, pertinent
information regarding statutory
requirements or EPA listing policies that
affect the site, and a list of documents
referenced in the Documentation
Record. For sites that received
comments during the comment period,
the Headquarters Docket also contains a
Support Document that includes EPA’s
responses to comments.

C. What documents are available for
review at the Regional Dockets?

The Regional Dockets contain all the
information in the Headquarters Docket,
plus the actual reference documents
containing the data principally relied
upon by EPA in calculating or
evaluating the HRS score for the sites
located in their Region. These reference
documents are available only in the
Regional Dockets. For sites that received
comments during the comment period,
the Regional Docket also contains a
Support Document that includes EPA’s
responses to comments.

D. How do I access the documents?

You may view the documents, by
appointment only, after the publication
of this rule. The hours of operation for
the Headquarters Docket are from 8:30

a.m. to 4:30 p.m., Monday through
Friday, excluding Federal holidays.
Please contact the Regional Dockets for
hours.

Following is the contact information
for the EPA Headquarters: Docket
Coordinator, Headquarters; U.S.
Environmental Protection Agency;
CERCLA Docket Office; 1301
Constitution Avenue, NW.; EPA West,
Room 3334, Washington, DC 20004,
202/566—-0276.

The contact information for the
Regional Dockets is as follows:

Joan Berggren, Region 1 (CT, ME, MA,
NH, RI, VT), U.S. EPA, Superfund
Records and Information Center,
Mailcode HSC, One Congress Street,
Suite 1100, Boston, MA 02114-2023;
617/918-1417.

Ildefonso Acosta, Region 2 (N], NY, PR,
VI), U.S. EPA, 290 Broadway, New
York, NY 10007—-1866; 212/637—4344.

Dawn Shellenberger (ASRC), Region 3
(DE, DC, MD, PA, VA, WV), U.S. EPA,
Library, 1650 Arch Street, Mailcode
3PM52, Philadelphia, PA 19103; 215/
814-5364.

Debbie Jourdan, Region 4 (AL, FL, GA,
KY, MS, NC, SC, TN), U.S. EPA, 61
Forsyth Street, SW., Mailcode 9T25,
Atlanta, GA 30303; 404/562—8862.

Janet Pfundheller, Region 5 (IL, IN, MI,
MN, OH, WI), U.S. EPA, Records
Center, Superfund Division SMR-7],
Metcalfe Federal Building, 77 West
Jackson Boulevard, Chicago, IL 60604;
312/353-5821.

Brenda Cook, Region 6 (AR, LA, NM,
OK, TX), U.S. EPA, 1445 Ross
Avenue, Suite 1200, Mailcode 6SFTS,
Dallas, TX 75202—2733; 214/665—
7436.

Michelle Quick, Region 7 (IA, KS, MO,
NE), U.S. EPA, 901 North 5th Street,
Mailcode SUPRERNB, Kansas City,
KS 66101; 913/551-7335.

Sabrina Forrest, Region 8 (CO, MT, ND,
SD, UT, WY), U.S. EPA, 1595
Wynkoop Street, Mailcode 8EPR-B,
Denver, CO 80202-1129; 303/312—
6484.

Karen Jurist, Region 9 (AZ, CA, HI, NV,
AS, GU, MP), U.S. EPA, 75
Hawthorne Street, Mailcode SFD-9-1,
San Francisco, CA 94105; 415/972—
3219.

Ken Marcy, Region 10 (AK, ID, OR,
WA), U.S. EPA, 1200 6th Avenue,
Mailcode ECL-112, Seattle, WA
98101; 206/463—1349.

E. How may I obtain a current list of
NPL sites?

You may obtain a current list of NPL
sites via the Internet at http://www.epa.
gov/superfund/sites/npl/status.htm or
by contacting the Superfund Docket (see
contact information above).

II1. Contents of This Final Rule
A. Additions to the NPL

This final rule adds the following six
sites to the NPL, all to the General
Superfund Section. The sites are
presented in the table below:


http://www.epa.gov/superfund/programs/recycle/tools/index.html
http://www.epa.gov/superfund/programs/recycle/tools/index.html
http://www.epa.gov/superfund/sites/npl/status.htm
http://www.epa.gov/superfund/sites/npl/status.htm
http://www.epa.gov/superfund/cleanup/ccl.htm
http://www.epa.gov/superfund/cleanup/ccl.htm
http://www.epa.gov/superfund/cleanup/ccl.htm
http://www.regulations.gov
http://www.regulations.gov
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State Site name City/county
General Dynamics LONGWOOU .........coiiiiiiiiiiiiiiie e s s s Longwood.
SANTOIA DY CIEANEIS ...ttt ettt sttt esae e et e e e ae e e bt e sateeabeesab e e bt e sabeenbeenabeenbeeanne Sanford.

Ten-Mile Drain ...........
Vienna Wells

BIACK RIVET PCBS ...ttt ettt b e e bttt e b e e s bt s bt e st e e sbe e sreenaneeane
Smokey Mountain Smelters

St. Clair Shores.
Vienna.

Jefferson County.
Knox County.

B. Site Name Change

The Ten-Mile Drain site in St. Clair
Shores, Michigan, was proposed to the
NPL under a different name. The former
name was St. Clair Shores Drain (see
Proposed Rule at 75 FR 9843, March 4,
2010). EPA believes the new name, Ten-
Mile Drain, more accurately identifies
the site.

C. What did EPA do with the public
comments it received?

EPA reviewed all comments received
on the sites in this rule and responded
to all relevant comments. This rule adds
six sites to the NPL.

Four sites received no comments:
Black River PCBs in Jefferson County,
NY; Sanford Dry Cleaners in Sanford,
FL; Smokey Mountain Smelters in Knox
County, TN; and Vienna Wells in
Vienna, MO.

One site being added to the NPL,
General Dynamics Longwood in
Longwood, FL, received extensive
comments related to its HRS score.
Responses to comments received on this
site are contained in a publicly available
support document published
concurrently with this final rule.

One other site, Ten-Mile Drain
(previously known as St. Clair Shores
Drain), located in St. Clair Shores, MI,
is being added to the NPL in this rule.
Three comments were received but none
related to the HRS score. One comment,
submitted on behalf of dozens of
homeowners, supported placing the
Ten-Mile Drain site on the NPL and
urged EPA to conduct a complete and
timely remediation. The Superfund
remedial process is designed to do just
that. A second comment stated that the
site should not be listed because the city
of St. Clair Shores is under a court order
to maintain the drain and should live up
to its responsibility. In response,
liability is an issue separate from listing
and will be addressed later in the
Superfund process. In the meantime,
listing and subsequent investigation to
determine risk needs to take place
independent of any liability concerns.

The third comment raised several
points. It urged EPA to change the name
of the site from St. Clair Shores Drain to
Ten-Mile Drain, which is the legally
established drain under the Michigan
Drain Code. EPA agrees with the

commenter and has changed the name.
Secondly, the comment urged EPA to
add the Lake Crest, Bayview, and Rio
Vista Street canals to the PCB-impacted
areas in the HRS record. EPA did not
include these canals as sources because
the data were unclear whether the
contamination found was the same or a
separate release from contamination
found in the Ten-Mile Drain and
surrounding soils. EPA will consider
this issue as the site investigation
proceeds. The third point raised in this
comment was that it seems likely that
the PCBs were dumped on soil and
migrated into the Ten-Mile Drain system
rather than the other way around, and
that the HRS package language should
be changed to reflect this. In response,
there is insufficient information
available to determine if the
contamination went from the drain into
the surrounding soil or from the soils
into the drainage system. Regardless,
this has no impact on the HRS score for
the site, which is based on
contamination of both the drainage
system and soil without regard to which
came first.

All comments that were received by
EPA are contained in the Headquarters
Docket and are also listed in EPA’s
electronic public Docket and comment
system at http://www.regulations.gov.

IV. Statutory and Executive Order
Reviews

A. Executive Order 12866: Regulatory
Planning and Review

1. What Is Executive Order 128667

Under Executive Order 12866, (58 FR
51735 (October 4, 1993)) the Agency
must determine whether a regulatory
action is “significant” and therefore
subject to Office of Management and
Budget (OMB) review and the
requirements of the Executive Order.
The Order defines “significant
regulatory action” as one that is likely to
result in a rule that may: (1) Have an
annual effect on the economy of $100
million or more or adversely affect in a
material way the economy, a sector of
the economy, productivity, competition,
jobs, the environment, public health or
safety, or State, local, or tribal
governments or communities; (2) create
a serious inconsistency or otherwise

interfere with an action taken or
planned by another agency; (3)
materially alter the budgetary impact of
entitlements, grants, user fees, or loan
programs or the rights and obligations of
recipients thereof; or (4) raise novel
legal or policy issues arising out of legal
mandates, the President’s priorities, or
the principles set forth in the Executive
Order.

2. Is this final rule subject to Executive
Order 12866 review?

No. The listing of sites on the NPL
does not impose any obligations on any
entities. The listing does not set
standards or a regulatory regime and
imposes no liability or costs. Any
liability under CERCLA exists
irrespective of whether a site is listed.
It has been determined that this action
is not a “significant regulatory action”
under the terms of Executive Order
12866 and is therefore not subject to
OMB review.

B. Paperwork Reduction Act

1. What is the Paperwork Reduction
Act?

According to the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., an agency may not conduct or
sponsor, and a person is not required to
respond to, a collection of information
that requires OMB approval under the
PRA, unless it has been approved by
OMB and displays a currently valid
OMB control number. The OMB control
numbers for EPA’s regulations, after
initial display in the preamble of the
final rules, are listed in 40 CFR part 9.

2. Does the Paperwork Reduction Act
apply to this final rule?

This action does not impose an
information collection burden under the
provisions of the Paperwork Reduction
Act, 44 U.S.C. 3501 et seq. EPA has
determined that the PRA does not apply
because this rule does not contain any
information collection requirements that
require approval of the OMB.

Burden means the total time, effort, or
financial resources expended by persons
to generate, maintain, retain, or disclose
or provide information to or for a
Federal agency. This includes the time
needed to review instructions; develop,
acquire, install, and utilize technology
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and systems for the purposes of
collecting, validating, and verifying
information, processing and
maintaining information, and disclosing
and providing information; adjust the
existing ways to comply with any
previously applicable instructions and
requirements; train personnel to be able
to respond to a collection of
information; search data sources;
complete and review the collection of
information; and transmit or otherwise
disclose the information.

An agency may not conduct or
sponsor, and a person is not required to
respond to a collection of information
unless it displays a currently valid OMB
control number. The OMB control
numbers for EPA’s regulations in 40
CFR are listed in 40 CFR part 9.

C. Regulatory Flexibility Act

1. What is the Regulatory Flexibility
Act?

Pursuant to the Regulatory Flexibility
Act (5 U.S.C. 601 et seq., as amended by
the Small Business Regulatory
Enforcement Fairness Act (SBREFA) of
1996) whenever an agency is required to
publish a notice of rulemaking for any
proposed or final rule, it must prepare
and make available for public comment
a regulatory flexibility analysis that
describes the effect of the rule on small
entities (i.e., small businesses, small
organizations, and small governmental
jurisdictions). However, no regulatory
flexibility analysis is required if the
head of an agency certifies the rule will
not have a significant economic impact
on a substantial number of small
entities. SBREFA amended the
Regulatory Flexibility Act to require
Federal agencies to provide a statement
of the factual basis for certifying that a
rule will not have a significant
economic impact on a substantial
number of small entities.

2. How has EPA complied with the
Regulatory Flexibility Act?

This rule listing sites on the NPL does
not impose any obligations on any
group, including small entities. This
rule also does not establish standards or
requirements that any small entity must
meet, and imposes no direct costs on
any small entity. Whether an entity,
small or otherwise, is liable for response
costs for a release of hazardous
substances depends on whether that
entity is liable under CERCLA 107(a).
Any such liability exists regardless of
whether the site is listed on the NPL
through this rulemaking. Thus, this rule
does not impose any requirements on
any small entities. For the foregoing
reasons, I certify that this rule will not

have a significant economic impact on
a substantial number of small entities.

D. Unfunded Mandates Reform Act

1. What is the Unfunded Mandates
Reform Act (UMRA)?

Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA), Public
Law 1044, establishes requirements for
Federal agencies to assess the effects of
their regulatory actions on State, local,
and tribal governments and the private
sector. Under section 202 of the UMRA,
EPA generally must prepare a written
statement, including a cost-benefit
analysis, for proposed and final rules
with “Federal mandates” that may result
in expenditures by State, local, and
tribal governments, in the aggregate, or
by the private sector, of $100 million or
more in any one year. Before EPA
promulgates a rule where a written
statement is needed, section 205 of the
UMRA generally requires EPA to
identify and consider a reasonable
number of regulatory alternatives and
adopt the least costly, most cost-
effective, or least burdensome
alternative that achieves the objectives
of the rule. The provisions of section
205 do not apply when they are
inconsistent with applicable law.
Moreover, section 205 allows EPA to
adopt an alternative other than the least
costly, most cost-effective, or least
burdensome alternative if the
Administrator publishes with the final
rule an explanation why that alternative
was not adopted. Before EPA establishes
any regulatory requirements that may
significantly or uniquely affect small
governments, including tribal
governments, it must have developed
under section 203 of the UMRA a small
government agency plan. The plan must
provide for notifying potentially
affected small governments, enabling
officials of affected small governments
to have meaningful and timely input in
the development of EPA regulatory
proposals with significant Federal
intergovernmental mandates, and
informing, educating, and advising
small governments on compliance with
the regulatory requirements.

2. Does UMRA apply to this final rule?

This final rule does not contain a
Federal mandate that may result in
expenditures of $100 million or more
for State, local, and tribal governments,
in the aggregate, or the private sector in
any one year. Listing a site on the NPL
does not itself impose any costs. Listing
does not mean that EPA necessarily will
undertake remedial action. Nor does
listing require any action by a private
party or determine liability for response

costs. Costs that arise out of site
responses result from site-specific
decisions regarding what actions to take,
not directly from the act of placing a site
on the NPL. Thus, this rule is not
subject to the requirements of section
202 and 205 of UMRA.

This rule is also not subject to the
requirements of section 203 of UMRA
because it contains no regulatory
requirements that might significantly or
uniquely affect small governments. As is
mentioned above, site listing does not
impose any costs and would not require
any action of a small government.

E. Executive Order 13132: Federalism
1. What is Executive Order 131327

Executive Order 13132, entitled
“Federalism” (64 FR 43255, August 10,
1999), requires EPA to develop an
accountable process to ensure
“meaningful and timely input by State
and local officials in the development of
regulatory policies that have federalism
implications.” “Policies that have
federalism implications” is defined in
the Executive Order to include
regulations that have “substantial direct
effects on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government.”

2. Does Executive Order 13132 apply to
this final rule?

This final rule does not have
federalism implications. It will not have
substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132, because it does
not contain any requirements applicable
to States or other levels of government.
Thus, the requirements of the Executive
Order do not apply to this final rule.

EPA believes, however, that this final
rule may be of significant interest to
State governments. In the spirit of
Executive Order 13132, and consistent
with EPA policy to promote
communications between EPA and State
and local governments, EPA therefore
consulted with State officials and/or
representatives of State governments
early in the process of developing the
rule to permit them to have meaningful
and timely input into its development.
All sites included in this final rule were
referred to EPA by States for listing. For
all sites in this rule, EPA received letters
of support either from the Governor or
a State official who was delegated the
authority by the Governor to speak on
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their behalf regarding NPL listing
decisions.

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

1. What is Executive Order 131757

Executive Order 13175, entitled
“Consultation and Coordination with
Indian Tribal Governments” (65 FR
67249, November 6, 2000), requires EPA
to develop an accountable process to
ensure “meaningful and timely input by
tribal officials in the development of
regulatory policies that have tribal
implications.” “Policies that have tribal
implications” is defined in the
Executive Order to include regulations
that have “substantial direct effects on
one or more Indian tribes, on the
relationship between the Federal
government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
government and Indian tribes.”

2. Does Executive Order 13175 apply to
this final rule?

This final rule does not have tribal
implications, as specified in Executive
Order 13175 (65 FR 67249, November 9,
2000). Listing a site on the NPL does not
impose any costs on a tribe or require
a tribe to take remedial action. Thus,
Executive Order 13175 does not apply
to this final rule.

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

1. What is Executive Order 130457

Executive Order 13045: “Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997) applies to any rule that:
(1) Is determined to be “economically
significant” as defined under Executive
Order 12866, and (2) concerns an
environmental health or safety risk that
EPA has reason to believe may have a
disproportionate effect on children. If
the regulatory action meets both criteria,
the Agency must evaluate the
environmental health or safety effects of
the planned rule on children, and
explain why the planned regulation is
preferable to other potentially effective
and reasonably feasible alternatives
considered by the Agency.

2. Does Executive Order 13045 apply to
this final rule?

This rule is not subject to Executive
Order 13045 because it is not an
economically significant rule as defined
by Executive Order 12866, and because
the Agency does not have reason to
believe the environmental health or

safety risks addressed by this section
present a disproportionate risk to
children.

H. Executive Order 13211: Actions That
Significantly Affect Energy Supply,
Distribution, or Usage

1. What is Executive Order 132117

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 a “Statement of Energy Effects”
when undertaking certain regulatory
actions. A Statement of Energy Effects
describes the adverse effects of a
“significant energy action” on energy
supply, distribution and use, reasonable
alternatives to the action, and the
expected effects of the alternatives on
energy supply, distribution and use.

2. Does Executive Order 13211 apply to
this final rule?

This action is not a “significant energy
action” as defined in Executive Order
13211, because it is not likely to have
a significant adverse effect on the
supply, distribution, or use of energy.
Further, we have concluded that this
final rule is not likely to have any
adverse energy impacts because adding
a site to the NPL does not require an
entity to conduct any action that would
require energy use, let alone that which
would significantly affect energy
supply, distribution, or usage. Thus,
Executive Order 13175 does not apply
to this action.

I. National Technology Transfer and
Advancement Act

1. What is the National Technology
Transfer and Advancement Act?

Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (NTTAA), Public Law 104—
113, section 12(d) (15 U.S.C. 272 note),
directs EPA to use voluntary consensus
standards in its regulatory activities
unless to do so would be inconsistent
with applicable law or otherwise
impractical. Voluntary consensus
standards are technical standards (e.g.,
materials specifications, test methods,
sampling procedures, and business
practices) that are developed or adopted
by voluntary consensus standards
bodies. The NTTAA directs EPA to
provide Congress, through OMB,
explanations when the Agency decides
not to use available and applicable
voluntary consensus standards.

2. Does the National Technology
Transfer and Advancement Act apply to
this final rule?

No. This rulemaking does not involve
technical standards. Therefore, EPA did
not consider the use of any voluntary
consensus standards.

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

1. What is Executive Order 128987

Executive Order (EO) 12898 (59 FR
7629 (Feb. 16, 1994)) establishes federal
executive policy on environmental
justice. Its main provision directs
federal agencies, to the greatest extent
practicable and permitted by law, to
make environmental justice part of their
mission by identifying and addressing,
as appropriate, disproportionately high
and adverse human health or
environmental effects of their programs,
policies, and activities on minority
populations and low-income
populations in the United States.

2. Does Executive Order 12898 apply to
this rule?

EPA has determined that this final
rule will not have disproportionately
high and adverse human health or
environmental effects on minority or
low-income populations because it does
not affect the level of protection
provided to human health or the
environment. As this rule does not
impose any enforceable duty upon
State, tribal or local governments, this
rule will neither increase nor decrease
environmental protection.

K. Congressional Review Act

1. Has EPA submitted this rule to
Congress and the Government
Accountability Office?

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

Provisions of the Congressional
Review Act (CRA) or section 305 of
CERCLA may alter the effective date of
this regulation.

Under the CRA, 5 U.S.C. 801(a),
before a rule can take effect the federal
agency promulgating the rule must
submit a report to each House of the
Congress and to the Comptroller
General. This report must contain a
copy of the rule, a concise general
statement relating to the rule (including
whether it is a major rule), a copy of the
cost-benefit analysis of the rule (if any),
the agency’s actions relevant to
provisions of the Regulatory Flexibility
Act (affecting small businesses) and the
Unfunded Mandates Reform Act of 1995
(describing unfunded federal
requirements imposed on state and local
governments and the private sector),
and any other relevant information or
requirements and any relevant
Executive Orders.

EPA has submitted a report under the
CRA for this rule. The rule will take
effect, as provided by law, within 30
days of publication of this document,
since it is not a major rule. Section
804(2) defines a major rule as any rule
that the Administrator of the Office of
Information and Regulatory Affairs
(OIRA) of the Office of Management and
Budget (OMB) finds has resulted in or
is likely to result in: An annual effect on
the economy of $100,000,000 or more; a
major increase in costs or prices for
consumers, individual industries,
Federal, State, or local government

agencies, or geographic regions; or
significant adverse effects on
competition, employment, investment,
productivity, innovation, or on the
ability of United States-based
enterprises to compete with foreign-
based enterprises in domestic and
export markets. NPL listing is not a
major rule because, as explained above,
the listing, itself, imposes no monetary
costs on any person. It establishes no
enforceable duties, does not establish
that EPA necessarily will undertake
remedial action, nor does it require any
action by any party or determine its
liability for site response costs. Costs
that arise out of site responses result
from site-by-site decisions about what
actions to take, not directly from the act
of listing itself. Section 801(a)(3)
provides for a delay in the effective date
of major rules after this report is
submitted.

3. What could cause a change in the
effective date of this rule?

Under 5 U.S.C. 801(b)(1) a rule shall
not take effect, or continue in effect, if
Congress enacts (and the President
signs) a joint resolution of disapproval,
described under section 802.

Another statutory provision that may
affect this rule is CERCLA section 305,
which provides for a legislative veto of
regulations promulgated under
CERCLA. Although INS v. Chadha, 462
U.S. 919,103 S. Ct. 2764 (1983), and Bd.
of Regents of the University of
Washington v. EPA, 86 F.3d 1214,1222
(D.C. Cir. 1996), cast the validity of the
legislative veto into question, EPA has

TABLE 1—GENERAL SUPERFUND SECTION

transmitted a copy of this regulation to
the Secretary of the Senate and the Clerk
of the House of Representatives.

If action by Congress under either the
CRA or CERCLA section 305 calls the
effective date of this regulation into
question, EPA will publish a document
of clarification in the Federal Register.

List of Subjects in 40 CFR Part 300

Environmental protection, Air
pollution control, Chemicals, Hazardous
substances, Hazardous waste,
Intergovernmental relations, Natural
resources, Oil pollution, Penalties,
Reporting and recordkeeping
requirements, Superfund, Water
pollution control, Water supply.

Dated: September 22, 2010.
Mathy Stanislaus,
Assistant Administrator, Office of Solid Waste
and Emergency Response.

m 40 CFR part 300 is amended as
follows:

PART 300—[AMENDED]

m 1. The authority citation for part 300
continues to read as follows:

Authority: 33 U.S.C. 1321(c)(2); 42 U.S.C.
9601-9657; E.O. 12777, 56 FR 54757, 3 CFR,
1991 Comp., p. 351; E.O. 12580, 52 FR 2923,
3 CFR, 1987 Comp., p. 193.

m 2. Table 1 of Appendix B to part 300
is amended by adding the following
sites in alphabetical order to read as
follows:

Appendix B to Part 300—National
Priorities List

State Site name City/county Notesa
FL ... * ................ GeneraI*Dynamics Longwooc: ............................... * .............. Longwoo;. * *
FL e * ................ Sanford*Dry Cleaners * ................................. * .............. Sanford * * *
Ml .......... * ................ Ten-MiIe* Drain * ................................. * .............. St. Clair ;hores. * *
MO ........ * ................ Vienna \;Vells * ................................. * .............. Vienna. * * *
NY ......... * ................ Black R;/er PCBs * ................................. * .............. Jefferson*County. * *
TN ......... * ................ Smokey*Mountain Smelters * ................................. * .............. Knox COL:nty. * *

aA = Based on issuance of health advisory by Agency for Toxic Substance and Disease Registry (HRS score need not be <28.50).

C = Sites on Construction Completion list.

S = State top priority (HRS score need not be <28.50)

P = Sites with partial deletion(s).
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[FR Doc. 2010-24311 Filed 9-28—10; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 300
[EPA-HQ-SFUND-2009-0588; FRL—9207-2]
RIN 2050-AD75

National Priorities List, Final Rule—
Newtown Creek

AGENCY: Environmental Protection
Agency.
ACTION: Final rule.

SUMMARY: The Comprehensive
Environmental Response,
Compensation, and Liability Act of 1980
(“CERCLA” or “the Act”), as amended,
requires that the National Oil and
Hazardous Substances Pollution
Contingency Plan (“NCP”) include a list
of national priorities among the known
releases or threatened releases of
hazardous substances, pollutants, or
contaminants throughout the United
States. The National Priorities List
(“NPL”) constitutes this list. The NPL is
intended primarily to guide the
Environmental Protection Agency
(“EPA” or “the Agency”) in determining
which sites warrant further
investigation. These further
investigations will allow EPA to assess
the nature and extent of public health
and environmental risks associated with
the site and to determine what CERCLA-
financed remedial action(s), if any, may
be appropriate. This rule adds the
Newtown Creek site, located in
Brooklyn/Queens, New York, to the
General Superfund section of the NPL.

DATES: Effective Date: The effective date
for this amendment to the NCP is
October 29, 2010.

ADDRESSES: For addresses for the
Headquarters and Region 2 dockets, as
well as further details on what these
dockets contain, see section II,
“Availability of Information to the
Public” in the SUPPLEMENTARY
INFORMATION portion of this preamble.
FOR FURTHER INFORMATION CONTACT:
Terry Jeng, phone: (703) 603—-8852, e-
mail: jeng.terry@epa.gov, Site
Assessment and Remedy Decisions
Branch; Assessment and Remediation
Division; Office of Superfund
Remediation and Technology
Innovation (mail code 5204P); U.S.
Environmental Protection Agency; 1200
Pennsylvania Avenue, NW.;
Washington, DC 20460; or the
Superfund Hotline, phone (800) 424—

9346 or (703) 412-9810 in the
Washington, DC, metropolitan area.

SUPPLEMENTARY INFORMATION:
Table of Contents

I. Background
A. What are CERCLA and SARA?
B. What is the NCP?
C. What is the National Priorities List
(NPL)?
D. How are sites listed on the NPL?
E. What happens to sites on the NPL?
F. Does the NPL define the boundaries of
sites?
G. How are sites removed from the NPL?
H. May EPA delete portions of sites from
the NPL as they are cleaned up?
I. What is the Construction Completion List
(CCL)?
J. What is the sitewide ready for
anticipated use measure?
Availability of Information to the Public
A. May I review the documents relevant to
this final rule?
B. What documents are available for review
at the Headquarters Docket?
C. What documents are available for review
at the Region 2 Docket?
D. How do I access the documents?
E. How may I obtain a current list of NPL
sites?
III. Contents of This Final Rule
A. Addition to the NPL
B. What did EPA do with the public
comments it received?
IV. Statutory and Executive Order Reviews
A. Executive Order 12866: Regulatory
Planning and Review
1. What is Executive Order 128667
2. Is this final rule subject to Executive
Order 12866 review?
B. Paperwork Reduction Act
1. What is the Paperwork Reduction Act?
2. Does the Paperwork Reduction Act
apply to this final rule?
C. Regulatory Flexibility Act
1. What is the Regulatory Flexibility Act?
2. How has EPA complied with the
Regulatory Flexibility Act?
D. Unfunded Mandates Reform Act
1. What is the Unfunded Mandates Reform
Act (UMRA)?
2. Does UMRA apply to this final rule?
E. Executive Order 13132: Federalism
1
2

II.

—

. What is Executive Order 131327
. Does Executive Order 13132 apply to
this final rule?

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

1. What is Executive Order 131757

2. Does Executive Order 13175 apply to
this final rule?

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

1. What is Executive Order 130457

2. Does Executive Order 13045 apply to
this final rule?

H. Executive Order 13211: Actions That
Significantly Affect Energy Supply,
Distribution, or Usage

1. What is Executive Order 132117

2. Does Executive Order 13211 apply to
this final rule?

I. National Technology Transfer and
Advancement Act

1. What is the National Technology
Transfer and Advancement Act?

2. Does the National Technology Transfer
and Advancement Act apply to this final
rule?

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

1. What is Executive Order 128987

2. Does Executive Order 12898 apply to
this final rule?

K. Congressional Review Act

1. Has EPA submitted this rule to Congress
and the Government Accountability Office?

2. Could the effective date of this final rule
change?

3. What could cause a change in the
effective date of this rule?

I. Background

A. What are CERCLA and SARA?

In 1980, Congress enacted the
Comprehensive Environmental
Response, Compensation, and Liability
Act, 42 U.S.C. 9601-9675 (“CERCLA” or
“the Act”), in response to the dangers of
uncontrolled releases or threatened
releases of hazardous substances, and
releases or substantial threats of releases
into the environment of any pollutant or
contaminant that may present an
imminent or substantial danger to the
public health or welfare. CERCLA was
amended on October 17, 1986, by the
Superfund Amendments and
Reauthorization Act (“SARA”), Public
Law 99—499, 100 Stat. 1613 et seq.

B. What is the NCP?

To implement CERCLA, EPA
promulgated the revised National Oil
and Hazardous Substances Pollution
Contingency Plan (“NCP”), 40 CFR part
300, on July 16, 1982 (47 FR 31180),
pursuant to CERCLA section 105 and
Executive Order 12316 (46 FR 42237,
August 20, 1981). The NCP sets
guidelines and procedures for
responding to releases and threatened
releases of hazardous substances, or
releases or substantial threats of releases
into the environment of any pollutant or
contaminant that may present an
imminent or substantial danger to the
public health or welfare. EPA has
revised the NCP on several occasions.
The most recent comprehensive revision
was on March 8, 1990 (55 FR 8666).

As required under section
105(a)(8)(A) of CERCLA, the NCP also
includes “criteria for determining
priorities among releases or threatened
releases throughout the United States
for the purpose of taking remedial
action and, to the extent practicable,
taking into account the potential
urgency of such action, for the purpose
of taking removal action.” “Removal”
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actions are defined broadly and include
a wide range of actions taken to study,
clean up, prevent or otherwise address
releases and threatened releases of
hazardous substances, pollutants or
contaminants (42 U.S.C. 9601(23)).

C. What is the National Priorities List
(NPL)?

The NPL is a list of national priorities
among the known or threatened releases
of hazardous substances, pollutants, or
contaminants throughout the United
States. The list, which is appendix B of
the NCP (40 CFR part 300), was required
under section 105(a)(8)(B) of CERCLA,
as amended. Section 105(a)(8)(B)
defines the NPL as a list of “releases”
and the highest priority “facilities” and
requires that the NPL be revised at least
annually. The NPL is intended
primarily to guide EPA in determining
which sites warrant further
investigation to assess the nature and
extent of public health and
environmental risks associated with a
release of hazardous substances,
pollutants or contaminants. The NPL is
only of limited significance, however, as
it does not assign liability to any party
or to the owner of any specific property.
Also, placing a site on the NPL does not
mean that any remedial or removal
action necessarily need be taken.

For purposes of listing, the NPL
includes two sections, one of sites that
are generally evaluated and cleaned up
by EPA (the “General Superfund
Section”), and one of sites that are
owned or operated by other Federal
agencies (the “Federal Facilities
Section”). With respect to sites in the
Federal Facilities Section, these sites are
generally being addressed by other
Federal agencies. Under Executive
Order 12580 (52 FR 2923, January 29,
1987) and CERCLA section 120, each
Federal agency is responsible for
carrying out most response actions at
facilities under its own jurisdiction,
custody, or control, although EPA is
responsible for preparing a Hazard
Ranking System (“HRS”) score and
determining whether the facility is
placed on the NPL.

D. How are sites listed on the NPL?

There are three mechanisms for
placing sites on the NPL for possible
remedial action (see 40 CFR 300.425(c)
of the NCP): (1) A site may be included
on the NPL if it scores sufficiently high
on the HRS, which EPA promulgated as
appendix A of the NCP (40 CFR part
300). The HRS serves as a screening tool
to evaluate the relative potential of
uncontrolled hazardous substances,
pollutants or contaminants to pose a
threat to human health or the

environment. On December 14, 1990 (55
FR 51532), EPA promulgated revisions
to the HRS partly in response to
CERCLA section 105(c), added by
SARA. The revised HRS evaluates four
pathways: Ground water, surface water,
soil exposure, and air. As a matter of
Agency policy, those sites that score
28.50 or greater on the HRS are eligible
for the NPL. (2) Pursuant to 42 U.S.C.
9605(a)(8)(B), each State may designate
a single site as its top priority to be
listed on the NPL, without any HRS
score. This provision of CERCLA
requires that, to the extent practicable,
the NPL include one facility designated
by each State as the greatest danger to
public health, welfare, or the
environment among known facilities in
the State. This mechanism for listing is
set out in the NCP at 40 CFR
300.425(c)(2). (3) The third mechanism
for listing, included in the NCP at 40
CFR 300.425(c)(3), allows certain sites
to be listed without any HRS score, if all
of the following conditions are met:

e The Agency for Toxic Substances
and Disease Registry (ATSDR) of the
U.S. Public Health Service has issued a
health advisory that recommends
dissociation of individuals from the
release.

o EPA determines that the release
poses a significant threat to public
health.

o EPA anticipates that it will be more
cost-effective to use its remedial
authority than to use its removal
authority to respond to the release.

EPA promulgated an original NPL of
406 sites on September 8, 1983 (48 FR
40658) and generally has updated it at
least annually.

E. What happens to sites on the NPL?

A site may undergo remedial action
financed by the Trust Fund established
under CERCLA (commonly referred to
as the “Superfund”) only after it is
placed on the NPL, as provided in the
NCP at 40 CFR 300.425(b)(1).
(“Remedial actions” are those
“consistent with permanent remedy,
taken instead of or in addition to
removal actions * * *.” 42 U.S.C.
9601(24).) However, under 40 CFR
300.425(b)(2), placing a site on the NPL
“does not imply that monies will be
expended.” EPA may pursue other
appropriate authorities to respond to the
releases, including enforcement action
under CERCLA and other laws.

F. Does the NPL define the boundaries
of sites?

The NPL does not describe releases in
precise geographical terms; it would be
neither feasible nor consistent with the
limited purpose of the NPL (to identify

releases that are priorities for further
evaluation), for it to do so. Indeed, the
precise nature and extent of the site are
typically not known at the time of
listing.

Although a CERCLA “facility” is
broadly defined to include any area
where a hazardous substance has “come
to be located” (CERCLA section 101(9)),
the listing process itself is not intended
to define or reflect the boundaries of
such facilities or releases. Of course,
HRS data (if the HRS is used to list a
site) upon which the NPL placement
was based will, to some extent, describe
the release(s) at issue. That is, the NPL
site would include all releases evaluated
as part of that HRS analysis.

When a site is listed, the approach
generally used to describe the relevant
release(s) is to delineate a geographical
area (usually the area within an
installation or plant boundaries) and
identify the site by reference to that
area. However, the NPL site is not
necessarily coextensive with the
boundaries of the installation or plant,
and the boundaries of the installation or
plant are not necessarily the
“boundaries” of the site. Rather, the site
consists of all contaminated areas
within the area used to identify the site,
as well as any other location where that
contamination has come to be located,
or from where that contamination came.

In other words, while geographic
terms are often used to designate the site
(e.g., the “Jones Co. plant site”) in terms
of the property owned by a particular
party, the site, properly understood, is
not limited to that property (e.g., it may
extend beyond the property due to
contaminant migration), and conversely
may not occupy the full extent of the
property (e.g., where there are
uncontaminated parts of the identified
property, they may not be, strictly
speaking, part of the “site”). The “site”
is thus neither equal to, nor confined by,
the boundaries of any specific property
that may give the site its name, and the
name itself should not be read to imply
that this site is coextensive with the
entire area within the property
boundary of the installation or plant. In
addition, the site name is merely used
to help identify the geographic location
of the contamination, and is not meant
to constitute any determination of
liability at a site. For example, the name
“Jones Co. plant site,” does not imply
that the Jones company is responsible
for the contamination located on the
plant site.

EPA regulations provide that the
Remedial Investigation (“RI”) “is a
process undertaken * * * to determine
the nature and extent of the problem
presented by the release” as more
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information is developed on site
contamination, and which is generally
performed in an interactive fashion with
the Feasibility Study (“FS”) (40 CFR
300.5). During the RI/FS process, the
release may be found to be larger or
smaller than was originally thought, as
more is learned about the source(s) and
the migration of the contamination.
However, the HRS inquiry focuses on an
evaluation of the threat posed and
therefore the boundaries of the release
need not be exactly defined. Moreover,
it generally is impossible to discover the
full extent of where the contamination
“has come to be located” before all
necessary studies and remedial work are
completed at a site. Indeed, the known
boundaries of the contamination can be
expected to change over time. Thus, in
most cases, it may be impossible to
describe the boundaries of a release
with absolute certainty.

Further, as noted above, NPL listing
does not assign liability to any party or
to the owner of any specific property.
Thus, if a party does not believe it is
liable for releases on discrete parcels of
property, it can submit supporting
information to the Agency at any time
after it receives notice it is a potentially
responsible party.

For these reasons, the NPL need not
be amended as further research reveals
more information about the location of
the contamination or release.

G. How are sites removed from the NPL?

EPA may delete sites from the NPL
where no further response is
appropriate under Superfund, as
explained in the NCP at 40 CFR
300.425(e). This section also provides
that EPA shall consult with states on
proposed deletions and shall consider
whether any of the following criteria
have been met:

(i) Responsible parties or other
persons have implemented all
appropriate response actions required;

(ii) All appropriate Superfund-
financed response has been
implemented and no further response
action is required; or

(iii) The remedial investigation has
shown the release poses no significant
threat to public health or the
environment, and taking of remedial
measures is not appropriate.

H. May EPA delete portions of sites from
the NPL as they are cleaned up?

In November 1995, EPA initiated a
policy to delete portions of NPL sites
where cleanup is complete (60 FR
55465, November 1, 1995). Total site
cleanup may take many years, while
portions of the site may have been

cleaned up and made available for
productive use.

I. What is the Construction Completion
List (CCL)?

EPA also has developed an NPL
construction completion list (“CCL”) to
simplify its system of categorizing sites
and to better communicate the
successful completion of cleanup
activities (58 FR 12142, March 2, 1993).
Inclusion of a site on the CCL has no
legal significance.

Sites qualify for the CCL when: (1)
Any necessary physical construction is
complete, whether or not final cleanup
levels or other requirements have been
achieved; (2) EPA has determined that
the response action should be limited to
measures that do not involve
construction (e.g., institutional
controls); or (3) the site qualifies for
deletion from the NPL. For the most up-
to-date information on the CCL, see
EPA’s Internet site at http://
www.epa.gov/superfund/cleanup/
ccl.htm.

J. What is the Sitewide Ready for
Anticipated Use Measure?

The Sitewide Ready for Anticipated
Use Measure (formerly called Sitewide
Ready-for-Reuse) represents important
Superfund accomplishments and the
measure reflects the high priority EPA
places on considering anticipated future
land use as part of our remedy selection
process. See Guidance for Implementing
the Sitewide Ready-for-Reuse Measure,
May 24, 2006, OSWER 9365.0-36. This
measure applies to final and deleted
sites where construction is complete, all
cleanup goals have been achieved, and
all institutional or other controls are in
place. EPA has been successful on many
occasions in carrying out remedial
actions that ensure protectiveness of
human health and the environment,
including current and future land users,
in a manner that allows contaminated
properties to be restored to
environmental and economic vitality.
For further information, please go to
http://www.epa.gov/superfund/
programs/recycle/tools/index.html.

II. Availability of Information to the
Public

A. May I review the documents relevant
to this final rule?

Yes, documents relating to the
evaluation and scoring of the site in this
final rule are contained in dockets
located both at EPA Headquarters and in
the EPA Region 2 office.

An electronic version of the public
docket is available through http://
www.regulations.gov. Use docket

identification number EPA-HQ—
SFUND-2009-0588. Although not all
Docket materials may be available
electronically, you may still access any
of the publicly available Docket
materials through the Docket facilities
identified below in section II D.

B. What documents are available for
review at the Headquarters Docket?

The Headquarters Docket for this rule
contains the HRS score sheets, the
Documentation Record describing the
information used to compute the score,
pertinent information regarding
statutory requirements or EPA listing
policies that affect the site, and a list of
documents referenced in the
Documentation Record. Since this site
received comments during the comment
period, the Headquarters Docket also
contains a Support Document that
includes EPA’s responses to comments.

C. What documents are available for
review at the Region 2 Docket?

The Region 2 Docket contains all the
information in the Headquarters Docket,
plus the actual reference documents
containing the data principally relied
upon by EPA in calculating or
evaluating the HRS score. These
reference documents are available only
in the Regional Dockets. Since this site
received comments during the comment
period, the Region 2 Docket also
contains a Support Document that
includes EPA’s responses to comments.

D. How do I access the documents?

You may view the documents, by
appointment only, after the publication
of this rule. The hours of operation for
the Headquarters Docket are from 8:30
a.m. to 4:30 p.m., Monday through
Friday, excluding Federal holidays.
Please contact the Region 2 Docket for
hours.

Following is the contact information
for the EPA Headquarters: Docket
Coordinator, Headquarters; U.S.
Environmental Protection Agency;
CERCLA Docket Office; 1301
Constitution Avenue, NW.; EPA West,
Room 3334, Washington, DC 20004,
202/566—0276.

The contact information for the
Region 2 Docket is as follows: Dennis
Munhall, Region 2 (NJ, NY, PR, VI), U.S.
EPA, 290 Broadway, New York, NY
10007-1866; 212/637—4343.

E. How may I obtain a current list of
NPL sites?

You may obtain a current list of NPL
sites via the Internet at http://
www.epa.gov/superfund/sites/npl/
status.htm or by contacting the
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http://www.epa.gov/superfund/programs/recycle/tools/index.html
http://www.epa.gov/superfund/sites/npl/status.htm
http://www.epa.gov/superfund/sites/npl/status.htm
http://www.epa.gov/superfund/sites/npl/status.htm
http://www.epa.gov/superfund/cleanup/ccl.htm
http://www.epa.gov/superfund/cleanup/ccl.htm
http://www.epa.gov/superfund/cleanup/ccl.htm
http://www.regulations.gov
http://www.regulations.gov
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Superfund Docket (see contact
information above).

II1. Contents of This Final Rule

A. Addition to the NPL

This final rule adds the Newtown
Creek site, located in Brooklyn/Queens,
NY, to the General Superfund Section of
the NPL.

B. What did EPA do with the public
comments it received?

EPA received comments on the
proposal to list the Newtown Creek site.
EPA’s responses to the comments, and
the impacts, if any, on the HRS score,
are presented in a support document
that has been placed in the
Headquarters and Region 2 dockets
concurrently with the publication of
this rule.

All comments that were received by
EPA are contained in the Headquarters
Docket and are also listed in EPA’s
electronic public Docket and comment
system at http://www.regulations.gov.

IV. Statutory and Executive Order
Reviews

A. Executive Order 12866: Regulatory
Planning and Review

1. What is Executive Order 128667

Under Executive Order 12866 (58 FR
51735 (October 4, 1993)), the Agency
must determine whether a regulatory
action is “significant” and therefore
subject to Office of Management and
Budget (OMB) review and the
requirements of the Executive Order.
The Order defines “significant
regulatory action” as one that is likely to
result in a rule that may: (1) Have an
annual effect on the economy of $100
million or more or adversely affect in a
material way the economy, a sector of
the economy, productivity, competition,
jobs, the environment, public health or
safety, or State, local, or tribal
governments or communities; (2) create
a serious inconsistency or otherwise
interfere with an action taken or
planned by another agency; (3)
materially alter the budgetary impact of
entitlements, grants, user fees, or loan
programs or the rights and obligations of
recipients thereof; or (4) raise novel
legal or policy issues arising out of legal
mandates, the President’s priorities, or
the principles set forth in the Executive
Order.

2. Is this final rule subject to Executive
Order 12866 Review?

No. The listing of sites on the NPL
does not impose any obligations on any
entities. The listing does not set
standards or a regulatory regime and
imposes no liability or costs. Any

liability under CERCLA exists
irrespective of whether a site is listed.
It has been determined that this action
is not a “significant regulatory action”
under the terms of Executive Order
12866 and is therefore not subject to
OMB review.

B. Paperwork Reduction Act

1. What is the Paperwork Reduction
Act?

According to the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., an agency may not conduct or
sponsor, and a person is not required to
respond to, a collection of information
that requires OMB approval under the
PRA, unless it has been approved by
OMB and displays a currently valid
OMB control number. The OMB control
numbers for EPA’s regulations, after
initial display in the preamble of the
final rules, are listed in 40 CFR part 9.

2. Does the Paperwork Reduction Act
apply to this final rule?

This action does not impose an
information collection burden under the
provisions of the Paperwork Reduction
Act, 44 U.S.C. 3501 et seq. EPA has
determined that the PRA does not apply
because this rule does not contain any
information collection requirements that
require approval of the OMB.

Burden means the total time, effort, or
financial resources expended by persons
to generate, maintain, retain, or disclose
or provide information to or for a
Federal agency. This includes the time
needed to review instructions; develop,
acquire, install, and utilize technology
and systems for the purposes of
collecting, validating, and verifying
information, processing and
maintaining information, and disclosing
and providing information; adjust the
existing ways to comply with any
previously applicable instructions and
requirements; train personnel to be able
to respond to a collection of
information; search data sources;
complete and review the collection of
information; and transmit or otherwise
disclose the information.

An agency may not conduct or
sponsor, and a person is not required to
respond to a collection of information
unless it displays a currently valid OMB
control number. The OMB control
numbers for EPA’s regulations in 40
CFR are listed in 40 CFR part 9.

C. Regulatory Flexibility Act

1. What is the Regulatory Flexibility
Act?

Pursuant to the Regulatory Flexibility
Act (5 U.S.C. 601 et seq., as amended by
the Small Business Regulatory

Enforcement Fairness Act (SBREFA) of
1996), whenever an agency is required
to publish a notice of rulemaking for
any proposed or final rule, it must
prepare and make available for public
comment a regulatory flexibility
analysis that describes the effect of the
rule on small entities (i.e., small
businesses, small organizations, and
small governmental jurisdictions).
However, no regulatory flexibility
analysis is required if the head of an
agency certifies the rule will not have a
significant economic impact on a
substantial number of small entities.
SBREFA amended the Regulatory
Flexibility Act to require Federal
agencies to provide a statement of the
factual basis for certifying that a rule
will not have a significant economic
impact on a substantial number of small
entities.

2. How has EPA complied with the
Regulatory Flexibility Act?

This rule listing sites on the NPL does
not impose any obligations on any
group, including small entities. This
rule also does not establish standards or
requirements that any small entity must
meet, and imposes no direct costs on
any small entity. Whether an entity,
small or otherwise, is liable for response
costs for a release of hazardous
substances depends on whether that
entity is liable under CERCLA 107(a).
Any such liability exists regardless of
whether the site is listed on the NPL
through this rulemaking. Thus, this rule
does not impose any requirements on
any small entities. For the foregoing
reasons, I certify that this rule will not
have a significant economic impact on
a substantial number of small entities.

D. Unfunded Mandates Reform Act

1. What is the Unfunded Mandates
Reform Act (UMRA)?

Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA), Public
Law 104—4, establishes requirements for
Federal agencies to assess the effects of
their regulatory actions on State, local,
and tribal governments and the private
sector. Under section 202 of the UMRA,
EPA generally must prepare a written
statement, including a cost-benefit
analysis, for proposed and final rules
with “Federal mandates” that may result
in expenditures by State, local, and
tribal governments, in the aggregate, or
by the private sector, of $100 million or
more in any one year. Before EPA
promulgates a rule where a written
statement is needed, section 205 of the
UMRA generally requires EPA to
identify and consider a reasonable
number of regulatory alternatives and
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adopt the least costly, most cost-
effective, or least burdensome
alternative that achieves the objectives
of the rule. The provisions of section
205 do not apply when they are
inconsistent with applicable law.
Moreover, section 205 allows EPA to
adopt an alternative other than the least
costly, most cost-effective, or least
burdensome alternative if the
Administrator publishes with the final
rule an explanation why that alternative
was not adopted. Before EPA establishes
any regulatory requirements that may
significantly or uniquely affect small
governments, including tribal
governments, it must have developed
under section 203 of the UMRA a small
government agency plan. The plan must
provide for notifying potentially
affected small governments, enabling
officials of affected small governments
to have meaningful and timely input in
the development of EPA regulatory
proposals with significant Federal
intergovernmental mandates, and
informing, educating, and advising
small governments on compliance with
the regulatory requirements.

2. Does UMRA apply to this final rule?

This final rule does not contain a
Federal mandate that may result in
expenditures of $100 million or more
for State, local, and tribal governments,
in the aggregate, or the private sector in
any one year. Listing a site on the NPL
does not itself impose any costs. Listing
does not mean that EPA necessarily will
undertake remedial action. Nor does
listing require any action by a private
party or determine liability for response
costs. Costs that arise out of site
responses result from site-specific
decisions regarding what actions to take,
not directly from the act of placing a site
on the NPL. Thus, this rule is not
subject to the requirements of section
202 and 205 of UMRA.

This rule is also not subject to the
requirements of section 203 of UMRA
because it contains no regulatory
requirements that might significantly or
uniquely affect small governments. As is
mentioned above, site listing does not
impose any costs and would not require
any action of a small government.

E. Executive Order 13132: Federalisim

1. What is Executive Order 131327

Executive Order 13132, entitled
“Federalism” (64 FR 43255, August 10,
1999), requires EPA to develop an
accountable process to ensure
“meaningful and timely input by State
and local officials in the development of
regulatory policies that have federalism
implications.” “Policies that have

federalism implications” is defined in
the Executive Order to include
regulations that have “substantial direct
effects on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government.”

2. Does Executive Order 13132 apply to
this final rule?

This final rule does not have
federalism implications. It will not have
substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132, because it does
not contain any requirements applicable
to States or other levels of government.
Thus, the requirements of the Executive
Order do not apply to this final rule.

EPA believes, however, that this final
rule may be of significant interest to the
State government. In the spirit of
Executive Order 13132, and consistent
with EPA policy to promote
communications between EPA and State
and local governments, EPA therefore
consulted with State officials early in
the process of developing the rule to
permit them to have meaningful and
timely input into its development. The
site in this final rule was referred to
EPA by the State for listing. EPA
received a letter of support from the
Commissioner of the New York
Department of Environmental
Conservation who was delegated
authority regarding NPL listing
decisions by the Governor.

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

1. What is Executive Order 131757

Executive Order 13175, entitled
“Consultation and Coordination with
Indian Tribal Governments” (65 FR
67249, November 6, 2000), requires EPA
to develop an accountable process to
ensure “meaningful and timely input by
tribal officials in the development of
regulatory policies that have tribal
implications.” “Policies that have tribal
implications” is defined in the
Executive Order to include regulations
that have “substantial direct effects on
one or more Indian tribes, on the
relationship between the Federal
government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
government and Indian tribes.”

2. Does Executive Order 13175 apply to
this final rule?

This final rule does not have tribal
implications, as specified in Executive
Order 13175 (65 FR 67249, November 9,
2000). Listing a site on the NPL does not
impose any costs on a tribe or require
a tribe to take remedial action. Thus,
Executive Order 13175 does not apply
to this final rule.

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

1. What is Executive Order 130457

Executive Order 13045: “Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997) applies to any rule that:
(1) Is determined to be “economically
significant” as defined under Executive
Order 12866, and (2) concerns an
environmental health or safety risk that
EPA has reason to believe may have a
disproportionate effect on children. If
the regulatory action meets both criteria,
the Agency must evaluate the
environmental health or safety effects of
the planned rule on children, and
explain why the planned regulation is
preferable to other potentially effective
and reasonably feasible alternatives
considered by the Agency.

2. Does Executive Order 13045 apply to
this final rule?

This rule is not subject to Executive
Order 13045 because it is not an
economically significant rule as defined
by Executive Order 12866, and because
the Agency does not have reason to
believe the environmental health or
safety risks addressed by this section
present a disproportionate risk to

children.

H. Executive Order 13211: Actions That
Significantly Affect Energy Supply,
Distribution, or Usage

1. What is Executive Order 132117

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 a “Statement of Energy Effects”
when undertaking certain regulatory
actions. A Statement of Energy Effects
describes the adverse effects of a
“significant energy action” on energy
supply, distribution and use, reasonable
alternatives to the action, and the
expected effects of the alternatives on
energy supply, distribution and use.
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2. Does Executive Order 13211 apply to
this final rule?

This action is not a “significant energy
action” as defined in Executive Order
13211, because it is not likely to have
a significant adverse effect on the
supply, distribution, or use of energy.
Further, we have concluded that this
final rule is not likely to have any
adverse energy impacts because adding
a site to the NPL does not require an
entity to conduct any action that would
require energy use, let alone that which
would significantly affect energy
supply, distribution, or usage. Thus,
Executive Order 13175 does not apply
to this action.

I. National Technology Transfer and
Advancement Act

1. What is the National Technology
Transfer and Advancement Act?

Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (NTTAA), Public Law 104—
113, section 12(d) (15 U.S.C. 272 note),
directs EPA to use voluntary consensus
standards in its regulatory activities
unless to do so would be inconsistent
with applicable law or otherwise
impractical. Voluntary consensus
standards are technical standards (e.g.,
materials specifications, test methods,
sampling procedures, and business
practices) that are developed or adopted
by voluntary consensus standards
bodies. The NTTAA directs EPA to
provide Congress, through OMB,
explanations when the Agency decides
not to use available and applicable
voluntary consensus standards.

2. Does the National Technology
Transfer and Advancement Act apply to
this final rule?

No. This rulemaking does not involve
technical standards. Therefore, EPA did
not consider the use of any voluntary
consensus standards.

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

1. What is Executive Order 128987

Executive Order (EO) 12898 (59 FR
7629 (Feb. 16, 1994)) establishes federal
executive policy on environmental
justice. Its main provision directs
federal agencies, to the greatest extent
practicable and permitted by law, to
make environmental justice part of their
mission by identifying and addressing,
as appropriate, disproportionately high
and adverse human health or
environmental effects of their programs,
policies, and activities on minority

populations and low-income
populations in the United States.

2. Does Executive Order 12898 apply to
this rule?

EPA has determined that this final
rule will not have disproportionately
high and adverse human health or
environmental effects on minority or
low-income populations because it does
not affect the level of protection
provided to human health or the
environment. As this rule does not
impose any enforceable duty upon
State, tribal or local governments, this
rule will neither increase nor decrease
environmental protection.

K. Congressional Review Act

1. Has EPA submitted this rule to
Congress and the Government
Accountability Office?

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

2. Could the effective date of this final
rule change?

Provisions of the Congressional
Review Act (CRA) or section 305 of
CERCLA may alter the effective date of
this regulation.

Under the CRA, 5 U.S.C. 801(a),
before a rule can take effect, the Federal
agency promulgating the rule must
submit a report to each House of the
Congress and to the Comptroller
General. This report must contain a
copy of the rule, a concise general
statement relating to the rule (including
whether it is a major rule), a copy of the
cost-benefit analysis of the rule (if any),
the agency’s actions relevant to
provisions of the Regulatory Flexibility
Act (affecting small businesses) and the
Unfunded Mandates Reform Act of 1995
(describing unfunded federal
requirements imposed on State and
local governments and the private
sector), and any other relevant

information or requirements and any
relevant Executive Orders.

EPA has submitted a report under the
CRA for this rule. The rule will take
effect, as provided by law, within 30
days of publication of this document,
since it is not a major rule. Section
804(2) defines a major rule as any rule
that the Administrator of the Office of
Information and Regulatory Affairs
(OIRA) of the Office of Management and
Budget (OMB) finds has resulted in or
is likely to result in: an annual effect on
the economy of $100,000,000 or more; a
major increase in costs or prices for
consumers, individual industries,
Federal, State, or local government
agencies, or geographic regions; or
significant adverse effects on
competition, employment, investment,
productivity, innovation, or on the
ability of United States-based
enterprises to compete with foreign-
based enterprises in domestic and
export markets. NPL listing is not a
major rule because, as explained above,
the listing, itself, imposes no monetary
costs on any person. It establishes no
enforceable duties, does not establish
that EPA necessarily will undertake
remedial action, nor does it require any
action by any party or determine its
liability for site response costs. Costs
that arise out of site responses result
from site-by-site decisions about what
actions to take, not directly from the act
of listing itself. Section 801(a)(3)
provides for a delay in the effective date
of major rules after this report is
submitted.

3. What could cause a change in the
effective date of this rule?

Under 5 U.S.C. 801(b)(1) a rule shall
not take effect, or continue in effect, if
Congress enacts (and the President
signs) a joint resolution of disapproval,
described under section 802.

Another statutory provision that may
affect this rule is CERCLA section 305,
which provides for a legislative veto of
regulations promulgated under
CERCLA. Although INS v. Chadha, 462
U.S. 919,103 S. Ct. 2764 (1983), and Bd.
of Regents of the University of
Washington v. EPA, 86 F.3d 1214, 1222
(DC Cir. 1996), cast the validity of the
legislative veto into question, EPA has
transmitted a copy of this regulation to
the Secretary of the Senate and the Clerk
of the House of Representatives.

If action by Congress under either the
CRA or CERCLA section 305 calls the
effective date of this regulation into
question, EPA will publish a document
of clarification in the Federal Register.
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List of Subjects in 40 CFR Part 300

Environmental protection, Air
pollution control, Chemicals, Hazardous
substances, Hazardous waste,
Intergovernmental relations, Natural
resources, Oil pollution, Penalties,
Reporting and recordkeeping
requirements, Superfund, Water
pollution control, Water supply.

Dated: September 22, 2010.
Lisa Feldt,
Deputy Assistant Administrator, Office of
Solid Waste and Emergency Response.
m 40 CFR part 300 is amended as
follows:

PART 300—[AMENDED]

m 1. The authority citation for part 300
continues to read as follows:

Authority: 33 U.S.C. 1321(c)(2); 42 U.S.C.
9601-9657; E.O. 12777, 56 FR 54757, 3 CFR,
1991 Comp., p. 351; E.O. 12580, 52 FR 2923,
3 CFR, 1987 Comp., p. 193.

m 2. Table 1 of Appendix B to part 300
is amended by adding the following site
in alphabetical order to read as follows:

Appendix B to Part 300—National
Priorities List

TABLE 1.—GENERAL SUPERFUND SECTION

State Site name City/county Notesa
NY Newtown Creek ......ccccoevevriiiiiiiiieieeee, Brooklyn/Queens.

aA = Based on issuance of health advisory by Agency for Toxic Substance and Disease Registry (HRS score need not be < 28.50).

C = Sites on Construction Completion list.

S = State top priority (HRS score need not be < 28.50)

P = Sites with partial deletion(s).

[FR Doc. 2010-24313 Filed 9-28-10; 8:45 am]|
BILLING CODE 6560-50-P

DEPARTMENT OF HOMELAND
SECURITY

Federal Emergency Management
Agency

44 CFR Part 67

[Docket ID FEMA-2010-0003]

Final Flood Elevation Determinations

AGENCY: Federal Emergency
Management Agency, DHS.

ACTION: Final rule.

SUMMARY: Base (1% annual-chance)
Flood Elevations (BFEs) and modified
BFEs are made final for the
communities listed below. The BFEs
and modified BFEs are the basis for the
floodplain management measures that
each community is required either to
adopt or to show evidence of being
already in effect in order to qualify or
remain qualified for participation in the
National Flood Insurance Program
(NFIP).

DATES: The date of issuance of the Flood
Insurance Rate Map (FIRM) showing
BFEs and modified BFEs for each
community. This date may be obtained
by contacting the office where the maps
are available for inspection as indicated
in the table below.

ADDRESSES: The final BFEs for each
community are available for inspection
at the office of the Chief Executive
Officer of each community. The

respective addresses are listed in the
table below.

FOR FURTHER INFORMATION CONTACT: Roy
E. Wright, Deputy Director, Risk
Analysis Division, Federal Insurance
and Mitigation Administration, Federal
Emergency Management Agency, 500 C
Street, SW., Washington, DC 20472,
(202) 646—-3461, or (e-mail)
roy.e.wright@dhs.gov.

SUPPLEMENTARY INFORMATION: The
Federal Emergency Management Agency
(FEMA) makes the final determinations
listed below for the modified BFEs for
each community listed. These modified
elevations have been published in
newspapers of local circulation and
ninety (90) days have elapsed since that
publication. The Deputy Federal
Insurance and Mitigation Administrator
has resolved any appeals resulting from
this notification.

This final rule is issued in accordance
with section 110 of the Flood Disaster
Protection Act of 1973, 42 U.S.C. 4104,
and 44 CFR part 67. FEMA has
developed criteria for floodplain
management in floodprone areas in
accordance with 44 CFR part 60.

Interested lessees and owners of real
property are encouraged to review the
proof Flood Insurance Study and FIRM
available at the address cited below for
each community. The BFEs and
modified BFEs are made final in the
communities listed below. Elevations at
selected locations in each community
are shown.

National Environmental Policy Act.
This final rule is categorically excluded
from the requirements of 44 CFR part
10, Environmental Consideration. An

environmental impact assessment has
not been prepared.

Regulatory Flexibility Act. As flood
elevation determinations are not within
the scope of the Regulatory Flexibility
Act, 5 U.S.C. 601-612, a regulatory
flexibility analysis is not required.

Regulatory Classification. This final
rule is not a significant regulatory action
under the criteria of section 3(f) of
Executive Order 12866 of September 30,
1993, Regulatory Planning and Review,
58 FR 51735.

Executive Order 13132, Federalism.
This final rule involves no policies that
have federalism implications under
Executive Order 13132.

Executive Order 12988, Civil Justice
Reform. This final rule meets the
applicable standards of Executive Order
12988.

List of Subjects in 44 CFR Part 67

Administrative practice and
procedure, Flood insurance, Reporting
and recordkeeping requirements.

m Accordingly, 44 CFR part 67 is
amended as follows:

PART 67—[AMENDED]

m 1. The authority citation for part 67

continues to read as follows:
Authority: 42 U.S.C. 4001 et seq.;

Reorganization Plan No. 3 of 1978, 3 CFR,

1978 Comp., p. 329; E.O. 12127, 44 FR 19367,
3 CFR, 1979 Comp., p. 376.

§67.11 [Amended]

m 2. The tables published under the
authority of §67.11 are amended as
follows:
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Flooding source(s)

Location of referenced elevation

* Elevation in feet
(NGVD)

+ Elevation in feet
(NAVD)
#Depth in feet
above ground
A Elevation in
meters (MSL)

Communities
affected

modified
Angelina County, Texas, and Incorporated Areas
Docket No.: FEMA-B-1050
Biloxi Creek North Tributary ..... Approximately 0.6 mile downstream of State Loop 287 ..... +306 | City of Lufkin.
Just upstream of LOOP 287 .......cccoceviiiiniiiciieiieceeecee +329
Cedar CreeK .......cceevvveceinnnnen. Just downstream of Lotus Lane ..........c.ccccoovviiiiiiiinnnns +278 | City of Lufkin.
Just upstream of State Highway 339 ...........ccccciiiiiiinnns +299
Cedar Creek North Tributary .... | Just upstream of Lotus Lane ..........ccccceeveireiiieniennecnienne +280 | City of Lufkin.
Approximately 1,070 feet upstream of Texas Southeastern +286
Railroad.
Cedar Creek South Tributary ... | At the confluence with Cedar Creek .........cccoevviriiiinicinenne +253 | City of Lufkin.
Approximately 1,300 feet upstream of Berry Road ............ +287
Cedar Creek Tributary 3 ........... At the confluence with Cedar Creek ...........cccocvvvviiiiiennne. +239 | City of Lufkin.
Just upstream of Live Oak Lane ..........cccceeveveeeicieeccienens +266
East Fork of West Branch Mill At the confluence with Tributary to Mill Creek Tributary .... +279 | City of Lufkin.
Creek.
Just downstream of U.S. Route 69 ..........cccccceeiiiiiiiicnns +300
Hurricane CreekK .........ccoceveeeee. Approximately 0.7 mile downstream of College Drive ........ +232 | City of Lufkin.
Just downstream of the intersection of Conn Avenue and +280
Chestnut Street.
Hurricane Creek East Tributary | Approximately 0.6 mile upstream of Brentwood Drive ....... +269 | City of Lufkin.
(E).
At the confluence with Hurricane Creek ..........ccoccovveeinenne +273
Hurricane Creek East Tributary | At the confluence with Hurricane Creek East Tributary (E) +250 | City of Lufkin.
(E) Tributary.
Approximately 0.5 mile upstream of Brentwood Drive ....... +267
Hurricane Creek East Tributary | Just downstream of Jones Street ...........ccccceciiiiiiiiniienne +289 | City of Lufkin.
(North).
Just upstream of Whipporwill Street ...........cccoooeiieniieenne +305
Hurricane Creek East Tributary | At the confluence with Unnamed Tributary 4 to Hurricane +237 | City of Lufkin.
(South). Creek.
Just upstream of Pine Valley Drive ..........cccoccooviiiiicnnnns +265
Hurricane Creek West Branch .. | At the confluence with Hurricane Creek . +250 | City of Lufkin.
Just upstream of Park Lane ........cccceoeeniiniiiniinieeeeeee +276
Mill Creek Tributary .................. Approximately 1,486 feet downstream of Bonita Street ..... +290 | City of Lufkin.
Approximately 230 feet upstream of Martin Luther King +304
Drive.
One Eyed Creek .......ccccevnnen. Just downstream of Westwood Place .............cccocevireennns +289 | City of Lufkin.
Just downstream of Fuller Springs Drive .........cccccccevevineene +309
Shirley Creek .....ccocevveviiiiiieens Just upstream of LOOP 287 .......ccoveviiiiiiiriecieeeieeneeene +262 | City of Lufkin.
Just upstream of Trenton Road ...........ccoceevieeeiiiiienneneienne +297
Shirley Creek Tributary 2 .......... Just downstream of Loop 287 ........ccocoeeiiiiiiiiiiiiieeneeeee +294 | City of Lufkin.
Just downstream of Shady Pine Road ..........cccccoceenienncnne +310
Shirley Creek Tributary 2 East | At the confluence with Shirley Creek Tributary 2 ............... +277 | City of Lufkin.
Branch.
Approximately 600 feet upstream of Freeman Street ......... +296
Tributary to Mill Creek Tributary | Just downstream of the City Lake Dam +272 | City of Lufkin.
Just downstream of U.S. Route 69 ...... +305
Tributary to Paper Mill Creek Just downstream of State Highway 103 +272 | City of Lufkin.
Tributary.
Approximately 675 feet upstream of Freeman Street ......... +290
Unnamed Tributary 1 to Hurri- At the confluence with Hurricane Creek ............cccccoveennnne. +259 | City of Lufkin.
cane Creek.
Just upstream of FM 58 ..........ccooiiiiiiiiiiiccece +293
Unnamed Tributary 2 to Hurri- At the confluence with Hurricane Creek .........ccccevvrienicns +247 | City of Lufkin.
cane Creek.
Approximately 0.4 mile upstream of Tulane Road ............. +273
Unnamed Tributary 3 to Hurri- At the confluence with Hurricane Creek .........cccocevieevnene +236 | City of Lufkin.
cane Creek.
Just upstream of LOOP 287 .......cccoveviiiiniiiiieiicceeecee +264
Unnamed Tributary 4 to Hurri- At the confluence with Hurricane Creek East Tributary +237 | City of Lufkin.
cane Creek. (South).
Approximately 773 feet upstream of Crown Colony Drive +272
Unnamed Tributary to Papermill | At the limit of detailed study nearest to Kit McConnico +244 | City of Lufkin.
Creek. Park.
At the lower limit of detailed study (no physical reference +252

available).
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A Elevation in
meters (MSL)

Communities
affected

modified
Approximately 0.6 mile downstream of Moffett Road ......... +252
Approximately 0.5 mile downstream of Moffett Road ......... +252
Approximately 1,800 feet downstream of Old Moffett Road +254
Just upstream of LOOp 287 .......ccocevviiiiiiiiieieceeecee +261

*National Geodetic Vertical Datum.

+ North American Vertical Datum.

# Depth in feet above ground.

AMean Sea Level, rounded to the nearest 0.1 meter.

ADDRESSES
City of Lufkin
Maps are available for inspection at 300 East Shepherd Avenue, Lufkin, TX 75901.
Bexar County, Texas, and Incorporated Areas
Docket No.: FEMA-B-7770
Ackerman Creek .........ccoceeeeen. At the confluence with Rosillo Creek .........cccccoeeviiiiienienne +651 | City of San Antonio.
Approximately 1,600 feet upstream of Candlemeadow +698
Drive.

Balcones Creek ........ccceeeeuneee. At the confluence with Cibolo Creek .........ccceeeeiieeeciineenns +1,277 | City of Fair Oaks Ranch,
City of San Antonio, Unin-
corporated Areas of Bexar
County.

At the confluence with Tributary A ... +1,580
Beital Creek Tributary A ........... Approximately 600 feet upstream of the confluence with +723 | City of San Antonio, City of
Beital Creek. Windcrest.
Approximately 1,500 feet upstream of Jim Seal Drive ....... +792
Bertal Creek ......cccevvviieenennnne Just upstream of the confluence with Salado Creek .......... +697 | City of San Antonio.
Just upstream of Nacogdoches Road ............ccooeeviiiennns +828
Caracol CreekK .......ccccevvrceeruenen. Approximately 600 feet upstream of the confluence with +770 | City of San Antonio.
Medio Creek.
Approximately 3,700 feet upstream of West Military Drive +854
Catalpa Pershing Channel ........ Just upstream of U.S. Route 281 .........cccoovvveiiniecninieniene +661 | City of San Antonio.
Approximately 1,000 feet upstream of Mulberry Avenue ... +672
Chimenea Creek .......ccccceeenen. At the confluence with Helotes Creek .........cccoeieeiiiiieneines +1,086 | City of San Antonio.
Approximately 5 miles upstream of Private Road .............. +1,398
Comanche Creek ........ccoceeeeeenee Approximately 4,500 feet downstream of Mauemann Road +525 | City of San Antonio.
Approximately 700 feet upstream of Applewhite Road ...... +572
Concepcion Creek .........ccoue.ee. Approximately 400 feet downstream of Probandt Street .... +592 | City of San Antonio.
Approximately 400 feet upstream of U.S. Route 90 West +683
Access Road.
Culebra Creek .......ccccoveeennennen. Approximately 1,800 feet upstream of the confluence with +779 | City of San Antonio.
Leon Creek.
Approximately 9,000 feet upstream of Galm Road .... +1,003
Culebra Creek Tributary A ........ Just downstream of Grissom Road .........cccccceevvieeninnne +792 | City of San Antonio.
Approximately 1,500 feet upstream of Dover Ridge ........... +899
Culebra Creek Tributary B ........ Approximately 200 feet downstream of Culebra Road ....... +864 | City of San Antonio.
Approximately 600 feet upstream of Culebra Road ........... +868
Culebra Creek Tributary C ....... Approximately 4,000 feet downstream of FM 1560 North .. +895 | City of Helotes, City of San
Antonio.
Approximately 500 feet upstream of Beverly Hills Road .... +996
Culebra Creek Tributary C—1 ... | Approximately 800 feet upstream of the confluence with +909 | City of San Antonio.
Culebra Creek Tributary C, at FM 1560 North.
Approximately 1,800 feet upstream of Shaenfield Road .... +923
Culebra Creek Tributary D ....... Approximately 2,400 feet downstream of FM 1560 North .. +892 | City of San Antonio.
Approximately 3,200 feet upstream of Gass Road ............. +960
Culebra Creek Tributary E ........ Approximately 110 feet upstream of Galm Road ............... +953 | City of San Antonio.
Approximately 2,700 feet upstream of Remuda Ranch ...... +998
Culebra Creek Tributary F ........ Approximately 1,500 feet upstream of Kallison Lane ......... +980 | City of San Antonio.
Approximately 6,200 feet upstream of Kallison Lane ......... +1,007
Elm Creek ....ccovvvvveiiiicen At the confluence with Mud Creek ........ccccooeeiiieiiicnennenne. +790 | City of San Antonio.
Approximately 900 feet upstream of Loop 1604 Access +834
Road.
Elm Waterhole Creek ............... Approximately 4,300 feet downstream of Redland Road ... +796 | City of San Antonio.
Approximately 2,700 feet downstream of Judson Road ..... +847
Escondido Creek .......ccceceeneeen. Approximately 700 feet downstream of Private Road, near +575 | City of New Berlin, City of

the confluence with Martinez Creek B.

San Antonio.
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Approximately 1,200 feet upstream of Binz-Engleman +695
Road.

Fort Sam Houston Tributary ..... Just upstream of Road S—33 E ........ccccceiiiniiiiiiiiieeeeee +645 | City of San Antonio, City of
Terrell Hills, Unincor-
porated Areas of Bexar
County.

Approximately 300 feet upstream of Rittiman Road ........... +746
French Creek ......cccovevvenieninnne Approximately 1,250 feet downstream of Private Road, at +826 | City of San Antonio.
7581 Bandera Road.
Approximately 150 feet upstream of FM 1560, at French +995
Creek.
French Creek Tributary A ......... Just upstream of Hausman Road South ............cccceveinene +923 | City of San Antonio.
Just upstream of Loop 1604 West Access Road ............... +936
French Creek Tributary B ......... Approximately 600 feet downstream of Loop 1604 West +929 | City of San Antonio.
Access Road.
Just upstream of Loop 1604 West Access Road ............... +937
French Creek Tributary No. 2 ... | Approximately 1,180 feet downstream of Braun Hollow ..... +848 | City of San Antonio.
Approximately 980 feet downstream of Braun Hollow ........ +849
French Creek Tributary No. 4 ... | Approximately 1,370 feet upstream of Guilbeau Road +852 | City of San Antonio.
along French Creek.
Approximately 970 feet upstream of Tezel Road ............... +908
Government Canyon Tributary | Approximately 500 feet upstream of the confluence with +1,198 | City of San Antonio.
E. Government Canyon.
Approximately 900 feet upstream of the confluence with +1,216
Government Canyon.
Government Canyon Creek ...... Approximately 950 feet upstream of the confluence with +926 | City of San Antonio.
Culebra Creek.
Approximately 1,300 feet upstream of Helotes Springs ..... +1,327
Government Canyon Creek Approximately 2,900 feet upstream of Galm Road, along +968 | City of San Antonio.
Tributary B. Government Canyon Creek.
Approximately 1.2 mile above Galm Road, along Govern- +1,000
ment Canyon Creek.
Government Canyon Creek Approximately 170 feet upstream of the confluence with +1,028 | City of San Antonio.
Tributary C. Government Canyon.
Approximately 1,600 feet upstream of the confluence with +1,055
Government Canyon.
Government Canyon Creek Approximately 1,050 feet upstream of Galm Road ............ +958 | City of San Antonio.
Tributary A.
Approximately 3.5 miles upstream of Galm Road .............. +1,132
Government Canyon Greek Approximately 650 feet upstream of the confluence with +1,176 | City of San Antonio.
Tributary D. Government Canyon Creek.
Approximately 4,100 feet upstream of the confluence with +1,216
Government Canyon Creek.
Helotes Creek .......ccccevvviennenne. Approximately 2,000 feet upstream of the confluence with +852 | City of Grey Forest, City of
Culebra Creek. Helotes, City of San Anto-
nio.
Approximately 3,000 feet upstream of Four Rogers Road +1,240

Helotes Creek Tributary A ........ Approximately 2,800 feet downstream of FM 1560 North .. +970 | City of Helotes, City of San

Antonio.
Approximately 700 feet upstream of Parrigin Road ............ +1,039
Huebner Creek .......cccccenennens Approximately 400 feet upstream of Ingram Road ............. +768 | City of Leon Valley, City of
San Antonio.
Approximately 2,500 feet downstream of De Zavala Road +956
Huebner Creek Tributary A ...... Approximately 1,300 feet downstream of Eckhert Road .... +843 | City of San Antonio.
Approximately 260 feet downstream of Southwell Road .... +918
Huesta CreekK .......ccccovvvencnnnnns Approximately 2,400 feet downstream of Old Babcock +922 | City of San Antonio.
Road.
Approximately 5,000 feet upstream of Arroyo Hondo ........ +1,102
Huesta Creek Tributary A ......... Just upstream of Hausman Road .........c.cccoceeviiniennennnenne +957 | City of San Antonio.
Approximately 1,300 feet upstream of Old Cedar Boule- +989
vard.
Indian Creek .......ccccoeeviiiieennnen. Approximately 4,000 feet downstream of Ripps Ranch +572 | City of San Antonio.
Road.
Approximately 600 feet upstream of Medina Base Road ... +716

Lee Creek .....cccvvecvniiieenicnnnns Just downstream of Hilltop Drive ..........ccccoociiiiiiiiininine +1,106 | City of Grey Forest, City of

San Antonio.
Approximately 1,600 feet downstream of Babcock Road ... +1,240
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Leon Creek ......ccoceecvrvieincninnns Approximately 2,500 feet upstream of Missouri Pacific +519 | City of San Antonio, Unincor-
Railroad along the Medina River. porated Areas of Bexar
County.
Approximately 4,900 feet upstream of Miranda Ridge ....... +1,400
Leon Creek Overflow ................ Just upstream of Prue Road at the confluence with Leon +889 | City of San Antonio.
Creek.
Approximately 1,230 feet downstream of Hausman Road +948
Leon Creek Tributary B ............ Approximately 500 feet upstream of the confluence with +598 | City of San Antonio.
Leon Creek.
Approximately 130 feet downstream of Somerset Road .... +624
Leon Creek Tributary C ............ Approximately 750 feet upstream of the confluence with +635 | City of San Antonio.
Leon Creek.
Approximately 2,200 feet upstream of Southwest Military +653
Drive.
Leon Creek Tributary D ............ Approximately 120 feet downstream of Kelly Drive ............ +667 | Unincorporated Areas of
Bexar County.
Approximately 1,600 feet downstream of Growndon Road +675
Leon Creek Tributary E ............ At the confluence with Leon Creek .........cccooveviniinineennns +672 | Unincorporated Areas of
Bexar County.
Approximately 140 feet downstream of Unnamed Street +719
on Lackland AFB.
Leon Creek Tributary E1 .......... Approximately 210 feet upstream of the confluence with +672 | Unincorporated Areas of
Leon Creek Tributary E. Bexar County.
Approximately 100 feet upstream of Kenly Avenue ........... +738
Leon Creek Tributary F ............ At the confluence with Leon Creek .........ccccevcieniinieennennns +713 | City of San Antonio.
Just upstream of South Callaghan Road ............ccccceceeene +715
Leon Creek Tributary J ............. Approximately 300 feet downstream of I-10 West ............. +1,107 | City of San Antonio.
Approximately 200 feet downstream of Cielo Vista Road .. +1,174
Leon Creek Tributary L ............. Approximately 150 feet upstream of Boerne Stage Road .. +1,149 | City of San Antonio.
Approximately 1,900 feet upstream of Boerne Stage Road +1,157
Leon Creek Tributary M ............ Approximately 1,300 feet downstream of Boerne Stage +1,202 | City of San Antonio.
Road.
Approximately 2.18 miles upstream of Boerne Stage Road +1,348
Leon Creek Tributary N ............ Approximately 350 feet upstream of the confluence with +1,277 | City of San Antonio.
Leon Creek at Unnamed Road.
Approximately 3,700 feet upstream of Unnamed Road ..... +1,323
Live Oak Slough ........ccccevenuene Approximately 1,700 feet downstream of Rife Lane ........... +559 | City of San Antonio.
Approximately 1,200 feet upstream of Old Pearsall Road +617
at Loop 1604.
Lorence Creek ......ccccoecvevvueennne. Approximately 100 feet downstream of Entrance Avenue +736 | City of San Antonio, Town of
Hollywood Park.
Just upstream of Sonterra Boulevard ...........cccocccvevviiieennns +967
Los Reyes Creek .......cccccevuenuns Approximately 2,000 feet downstream of Antonio Drive .... +1,026 | City of Helotes, City of San
Antonio.
Approximately 4,200 feet upstream of State Highway 16 +1,299
North.
Los Reyes Creek Tributary A ... | Approximately 300 feet upstream of the confluence with +1,175 | City of San Antonio.
Los Reyes Creek.
Approximately 250 feet upstream of Private Road at +1,210
18524 State Highway 16.
Lower French Creek ................. Approximately 170 feet downstream of Heliport Drive ....... +802 | City of San Antonio.
Approximately 100 feet downstream of Low Bid Lane ....... +825
Lower Mud Creek ........cccevueeeee. Just downstream of Wurzbach Parkway ............ccccceveenneene +732 | City of San Antonio.
Approximately 6,000 feet upstream of westbound Loop +893
1604.
Macaway CreekK .........ccoeeveennee. Approximately 4,000 feet downstream of U.S. Route 87 ... +509 | City of San Antonio, Unincor-
porated Areas of Bexar
County.
Approximately 1,450 feet downstream of LaVernia Road .. +614
Martinez Creek B ........ccccceueees At the confluence with Cibolo Creek ........ccoceeverieniniennnns +527 | City of New Berlin, City of
San Antonio, City of St.
Hedwig.
Approximately 1,400 feet upstream of Crestway Drive ...... +822
Maverick Creek ........cccccoevvnenee. Approximately 400 feet upstream of Old Babcock Road ... +926 | City of San Antonio.
Approximately 1,400 feet upstream of Kyle Seale Parkway +1,174
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Medina River ........cccccceevieneenen. Approximately 2,000 feet upstream of |-37 South, along +478 | City of San Antonio, Unincor-
the San Antonio River. porated Areas of Bexar
County.
Approximately 5,000 feet upstream of Gross Lane ............ +690

Medio Creek ......cccovvvrieenncnnne. Approximately 100 feet downstream of Campground Road +556 | City of San Antonio, Unincor-
porated Areas of Bexar
County.

Approximately 8,700 feet upstream of Talley Road ........... +875
Meusebach Creek ..........cc..c...... Approximately 1,370 feet downstream of private road at +1,111 | City of San Antonio, Unincor-
188 Specht Road. porated Areas of Bexar
County.
Approximately 1,360 feet upstream of Blanco Road .......... +1,140
New Braunfels Avenue, Austin | At the confluence with the San Antonio River .................... +684 | City of Alamo Heights, City
Highway and Broadway Drain. of San Antonio, City of
Terrell Hills.
Just upstream of Ridgehaven Place ...........cccooiiiininnienn. +794
Nichols Creek .......ccccceeveennnnne. Just downstream of Aue Road ........cccccceoeireiiiiinieenecenene +1,131 | City of San Antonio.
Approximately 1,700 feet upstream of Old Fredericksburg +1,241
Access Road.
Nichols Creek Tributary 1 ......... Just downstream of I-10 West Access Road ........cc.cc....... +1,158 | City of San Antonio.
Approximately 900 feet downstream of Lost Creek Way ... +1,166
OImos Creek (Lower and Upper | At the confluence with the San Antonio River .................... +722 | City of Alamo Heights, City
Reaches). of Castle Hills, City of San
Antonio, City of Shavano
Park.
Approximately 3,000 feet upstream of Lou Mell Road ....... +1,047
Panther Spring Creek ............... Just upstream of North Loop Road ..........ccoceeviiiiiiineennene +796 | City of San Antonio, Town of
Hollywood Park.
Approximately 3,000 feet upstream of Loop 1604 .............. +963
Pecan Creek .......ccocoeeviirieenenen. Approximately 550 feet upstream of the confluence with +1,237 | City of San Antonio.
Leon Creek.
Just downstream of Private Road at 26690 Toutant Beau- +1,366
regard Road.
Polecat Creek .....cccccevvvrvieennn. Approximately 2,900 feet downstream of Cagnon Road .... +618 | City of San Antonio.
Just upstream of South Keller Road +703
Quail Creek ....cccovvvrceirieierieaen, Just downstream of 1=410 .........ccociiiiiiiiiiic e +709 | City of San Antonio.
Approximately 1,300 feet upstream of Oakhaven Road ..... +754
Ranch CreekK .......ccccoovveevirninnne Approximately 650 feet upstream of the confluence with +1,092 | City of San Antonio.
Los Reyes Creek.
Approximately 4,000 feet upstream of the confluence with +1,123
Los Reyes Creek.
Rittman Creek ......c.ccccocvrveenenen. Just downstream of Summer Fest Drive .........ccccccevevenene +689 | City of Kirby, City of San An-
tonio.
Approximately 3,000 feet upstream of Rittman Road ......... +719
Rock Creek .....ccoevcveninvenieninnne At the confluence with Olmos Creek .........ccccevervencriecnnenns +763 | City of San Antonio.
Approximately 600 feet downstream of Datapoint Road .... +894
Rosillo Creek .....cccevvvvenirnienne Approximately 400 feet upstream of Old Corpus Christi +532 | City of Kirby, City of San An-
Road. tonio.
Approximately 550 feet upstream of Walzem Road ........... +756
Rundale Creek .....ccccoovveeieennen. Approximately 250 feet downstream of Private Road, at +1,457 | Unincorporated Areas of
Upper Balcones Road. Bexar County.
Approximately 4,050 feet upstream of Upper Balcones +1,639
Road.

Salado Creek .......cccccevvevevrnenen. At the confluence with the San Antonio River .........c.......... +599 | City of San Antonio, City of
Shavano Park, Unincor-
porated Areas of Bexar
County.

Approximately 100 feet downstream of Loop West Access +948
Road.

San Antonio River ........c..cc........ Approximately 4.5 miles downstream of Loop 1604 ........... +435 | City of Alamo Heights, City

of San Antonio.
Just downstream of AIMos Dam .........ccccevvrveninvencnicnnens +685
Selma Creek .....coeeveieviiieiens At the confluence with Cibolo Creek .......ccccoecieniiiieennennne +743 | City of San Antonio, City of
Selma.
Approximately 1,900 feet upstream of Loop 1604 .............. +850
Slick Ranch Creek .................... Approximately 1,000 feet downstream of Pinn Road ......... +711 | City of San Antonio.
Approximately 1,100 feet upstream of Rogers Road ......... +874
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Slick Ranch Creek Tributary B | Approximately 650 feet upstream of Richland Hills Road .. +761 | City of San Antonio.
Approximately 1,400 feet upstream of Potranco Road ....... +778
Tributary A to Panther Spring Approximately 1,200 feet downstream of Blanco Road at +844 | City of San Antonio.
Creek. the confluence with Panther Spring Creek.
Approximately 200 feet downstream of Loop 1604 West +942
Access Road.
Tributary A to Salado Creek ..... Just downstream of Unnamed Park Road at Pecan Valley +573 | City of San Antonio.
Approximately 200 feet upstream of Gateway .................... +602
Tributary A—1 to Panther Spring | Approximately 50 feet downstream of Private Road .......... +921 | City of San Antonio.
Creek.
Just downstream of Loop 1604 West Access Road ........... +962
Tributary B To Salado Creek .... | At the confluence with Salado Creek .........ccccceevrvenernenene +598 | City of San Antonio.
Approximately 400 feet upstream of Amanda Street .......... +622
Tributary C to Salado Creek ..... At the confluence with Salado Creek .........cccocoeeviiiieenennne +621 | City of San Antonio.
Just upstream of Seguin Street .........cccoocvviiiiiiiiinieee +691
Tributary C to Selma Creek ...... Approximately 1,600 feet downstream of North Loop 1604 +799 | City of Live Oak, City of San
Antonio, City of Selma.
Approximately 2,700 feet upstream of North Loop 1604 .... +846
Tributary D to Salado Creek ..... Just upstream of Ira Lee Road .........cccoooiiiiiiiiiiinnienee +708 | City of San Antonio.
Approximately 900 feet upstream of the Tesoro River ....... +753
Tributary D to Selma Creek ...... Approximately 250 feet downstream of North Loop 1604 +813 | City of San Antonio.
Access Road.
Approximately 1,700 feet upstream of North Loop 1604 +853
Access Road.
Tributary E To Salado Creek .... | Approximately 550 feet downstream of Nacogdoches +727 | City of San Antonio.
Road.
Approximately 600 feet upstream of Perrin Beitel Road .... +787
Tributary E to Martinez Creek B | Approximately 400 feet downstream of NRCS Dam No. 2 +638 | City of San Antonio.
Approximately 1,500 feet downstream of Lucky Fields ...... +688
Tributary E to Salado Creek ..... Approximately 1,200 feet upstream of Nacogdoches Road +724 | City of San Antonio.
Approximately 900 feet upstream of O’Connor Road ......... +868
Tributary F to Martinez Creek B | Approximately 3,000 feet downstream of Walzem Road ... +678 | City of San Antonio.
Approximately 1,800 feet upstream of Elm Trail Drive ....... +733
Tributary G to Martinez Creek B | Approximately 750 feet upstream of the confluence with +1,370 | City of San Antonio.
Balcones Creek at Boerne Stage Road.
Approximately 2,700 feet upstream of the confluence with +1,391
Balcones Creek at Boerne Stage Road.
Tuttle Road Ditch ..........ccceeuee. Approximately 300 feet downstream of Harry Wurzbach +684 | City of San Antonio, City of
Road. Terrell Hills, Unincor-
porated Areas of Bexar
County.
Approximately 500 feet upstream of Harry Wurzbach +697
Road.
US 281 Tributary Salado Creek | Just downstream of Country Parkway ..........cccoceviieenenne. +784 | City of Hill Country Village,
City of San Antonio.
Just upstream of Blackhawk Trail ........cccccoecveeeviieeniiinenns +881
UTSA Tributary to Leon Creek | Approximately 1,300 feet upstream of UTSA Boulevard .... +956 | City of San Antonio.
Approximately 700 feet upstream of UTSA Boulevard ....... +972
Unnamed Tributary 1 to Beitel At the confluence with Beitel Creek .........cccoceverieniniiencns +707 | City of San Antonio.
Creek.
Just upstream of 1-35 ... +752
Unnamed Tributary 1 to Elm Just upstream of Loop 1604 East Access Road at the +833 | City of San Antonio.
Waterhole Creek. confluence with EIm Waterhole Creek.
Approximately 1,000 feet downstream of Roseheart .......... +892
Unnamed Tributary 2 in Olmos | Just downstream of Rock Creek Run ...........ccccoceevviennenne. +836 | City of San Antonio.
Creek Watershed.
Approximately 800 feet upstream of Rock Creek Run ....... +847
Unnamed Tributary 2 to Beitel Just downstream of Old O’Connor Road ...........cccceevevenene +789 | City of San Antonio.
Creek.
Just upstream of Judson Road ...... +848
Unnamed Tributary 3 in Olmos | Just downstream of Greely Street +722 | City of Alamo Heights.
Creek Watershed.
Approximately 250 feet downstream of Townsend Avenue +746
Unnamed Tributary 3 to Beitel Approximately 100 feet downstream of O’Connor Road .... +812 | City of San Antonio.
Creek.
Approximately 1,500 feet upstream of Dreamwood Drive .. +850
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Unnamed Tributary 5 in Olmos | At the confluence with Olmos Creek ........cccccccvveercieencnne. +960 | City of San Antonio, City of
Creek Watershed. Shavano Park.
Approximately 5,000 feet upstream of Northwest Loop +1,041
1604.
Unnamed Tributary 5 to Approximately 900 feet downstream of West Loop 1604 +828 | City of San Antonio.
Caracol. North.
Approximately 300 feet upstream of Copperfield ............... +866
Unnamed Tributary 6 in Olmos | At the confluence with West Fork Olmos Creek ................. +932 | City of San Antonio.
Creek Watershed.
Approximately 600 feet upstream of De Zavala Road ....... +942
Unnamed Tributary to Rundale | At the confluence with Rundale Creek ..........ccccocivieeniene +1,480 | Unincorporated Areas of
Creek. Bexar County.
Approximately 70 feet upstream of Grow Ranch +1,548
Walzem Creek .......ccccoeervvrceene Just upstream of Judivan Drive ...........ccccvcieviiiniiennienninene +678 | City of San Antonio, City of
Windcrest.
Approximately 200 feet downstream of Crestway Drive ..... +841
West Fork Olmos Creek Upper | Approximately 1,300 feet upstream of the confluence with +831 | City of San Antonio.
Olmos Creek.
Approximately 4,000 feet upstream of Red Maple Wood ... +970
West Salitrillo Creek ................. Approximately 100 feet downstream of FM 1516 ............... +646 | City of Converse, City of
Live Oak, City of San An-
tonio, Unincorporated
Areas of Bexar County.
Approximately 200 feet upstream of Avery Road ............... +886
West Tributary to Rosillo Creek | Approximately 550 feet upstream of the confluence with +673 | City of Kirby.
Rosillo Creek.
Approximately 500 feet upstream of Old Seguin Road ...... +694
Westwood Village Creek .......... Approximately 100 feet upstream of Old U.S. Route 90 .... +700 | City of San Antonio.
Approximately 1,000 feet upstream of Pinn Road .............. +724
Wildcat Canyon .........ccceevveneene At the confluence with Government Canyon Creek ........... +1,058 | City of San Antonio.
Approximately 300 feet upstream of the confluence with +1,058
Government Canyon Creek.
Woman Hollering Creek ........... Approximately 850 feet downstream of New Berlin Road .. +539 | City of New Berlin, City of
Schertz, City of St.
Hedwig, Unincorporated
Areas of Bexar County.
Approximately 1,100 feet upstream of Golf Road .............. +719

*National Geodetic Vertical Datum.

+ North American Vertical Datum.
# Depth in feet above ground.

AMean Sea Level, rounded to the nearest 0.1 meter.

City of Alamo Heights

ADDRESSES

Maps are available for inspection at 6116 Broadway Street, San Antonio, TX 78209.

City of Castle Hills

Maps are available for inspection at 6915 West Avenue, Castle Hills, TX 78213.

City of Converse

Maps are available for inspection at 403 South Seguin, Converse, TX 78109.

City of Fair Oaks Ranch

Maps are available for inspection at 7286 Dietz Elkhorn Road, Fair Oaks Ranch, TX 78015.

City of Grey Forest

Maps are available for inspection at 18502 Scenic Loop Road, Grey Forest, TX 78023.

City of Helotes

Maps are available for inspection at 12951 Bandera Road, Helotes, TX 78023.

City of Hill Country Village

Maps are available for inspection at 116 Aspen Lane, San Antonio, TX 78232.

City of Kirby

Maps are available for inspection at 5631 Binz-Engleman Road, Kirby, TX 78219.

City of Leon Valley

Maps are available for inspection at 6400 El Verde Road, Leon Valley, TX 78238.

City of Live Oak

Maps are available for inspection at 8001 Shin Oak Drive, Live Oak, TX 78233.

City of New Berlin
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Communities
affected

Maps are available for inspection at the Maintenance Building, 415 East Donnegan Street, Seguin, TX 78155.

City of San Antonio

Maps are available for inspection at 114 West Commerce Street, 7th Floor, San Antonio, TX 78205.

City of Schertz

Maps are available for inspection at 1400 Schertz Parkway, Schertz, TX 78154.

City of Selma

Maps are available for inspection at 9375 Corporate Drive, Selma, TX 78154.

City of St. Hedwig

Maps are available for inspection at 13065 FM 1346, St. Hedwig, TX 78152.

City of Shavano Park

Maps are available for inspection at 99 Saddletree Court, Shavano Park, TX 78231.

City of Terrell Hills

Maps are available for inspection at 5100 North New Braunfels Avenue, San Antonio, TX 78209.

City of Windcrest

Maps are available for inspection at 8601 Midcrown Drive, Windcrest, TX 78239.

Town of Hollywood Park

Maps are available for inspection at 407 Rhapsody Lane, Hollywood Park, TX 78216.

Unincorporated Areas of Bexar County

Maps are available for inspection at 233 North Pecos-La Trinidad Street, Suite 420, San Antonio, TX 78207.

(Catalog of Federal Domestic Assistance
No. 97.022, “Flood Insurance.”)

Edward L. Connor,

Acting Federal Insurance and Mitigation
Administrator, Department of Homeland
Security, Federal Emergency Management
Agency.

[FR Doc. 2010-24402 Filed 9-28-10; 8:45 am]
BILLING CODE 9110-12-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

46 CFR Parts 1,2, 7, 9, 10, 11, 25, 27,
28, 31, 54,70, 76, 112, 114, 121, 129,
131, 150, 154, 160, 177, 184, and 401.

[Docket No. USCG—2010-0759]
RIN 1625-ZA27

Shipping; Technical, Organizational,
and Conforming Amendments

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

SUMMARY: This final rule makes non-
substantive changes throughout Title 46
of the Code of Federal Regulations. The
purpose of this rule is to make
conforming amendments and technical
corrections to Coast Guard regulations.
This rule will have no substantive effect
on the regulated public. These changes
are provided to coincide with the

annual recodification of Title 46 on
October 1, 2010.

DATES: This final rule is effective
September 29, 2010.

ADDRESSES: Comments and material
received from the public, as well as
documents mentioned in this preamble
as being available in the docket, are part
of docket USCG-2010-0759 and are
available for inspection or copying at
the Docket Management Facility (M—30),
U.S. Department of Transportation,
West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue, SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. You may also
find this docket on the Internet by going
to http://www.regulations.gov, inserting
USCG-2010-0759 in the “Keyword”
box, and then clicking “Search.”

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
e-mail Diane LaCumsky, Coast Guard;
telephone 202-372-1025, e-mail
Diane.M.LaCumsky@uscg.mil. If you
have questions on viewing the docket,
call Renee V. Wright, Program Manager,
Docket Operations, telephone 202—366—
9826.

SUPPLEMENTARY INFORMATION:

Table of Contents for Preamble

I. Regulatory History

II. Background

III. Discussion of Rule

IV. Regulatory Analyses
A. Regulatory Planning and Review
B. Small Entities

C. Collection of Information

D. Federalism

E. Unfunded Mandates Reform Act
F. Taking of Private Property

G. Civil Justice Reform

H. Protection of Children

I. Indian Tribal Governments

J. Energy Effects

K. Technical Standards

L. Environment

I. Regulatory History

We did not publish a notice of
proposed rulemaking (NPRM) for this
rule. Under 5 U.S.C. 553(b)(A) and
(b)(B), we find that this rule is exempt
from notice and comment rulemaking
requirements because these changes
involve rules of agency organization,
procedure, or practice. In addition, good
cause exists for not publishing an NPRM
for all revisions in the rule because the
revisions are all non-substantive
changes. This rule consists only of
corrections and editorial, organizational,
and conforming amendments. These
changes will have no substantive effect
on the public; therefore, it is
unnecessary to publish an NPRM.
Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that, for the same reasons,
good cause exists for making this rule
effective upon publication in the
Federal Register.

II. Background

Each year the printed edition of Title
46 of the Code of Federal Regulations is
recodified on October 1. This rule,
which becomes effective September 29,
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2010, makes technical and editorial
corrections throughout Title 46. This
rule does not create any substantive
requirements.

II1. Discussion of Rule

This rule revises 46 Part 1 by deleting
all references to “Assessment,
Integration and Risk Management
Directorate (CG—51),” as this directorate
no longer exists.

This rule revises 46 Part 1 by deleting
all references to “Office of Waterways
Management (CG-541),” as this office no
longer exists.

This rule revises 46 Part 1 by adding
a reference to the “Office of
International and Domestic Port
Security (CG-541).” This new office was
created under the existing Prevention
Policy Directorate (CG—54).

This rule revises 46 Part 1 by adding
a reference to “Marine Transportation
Systems Management Directorate (CG—
55).” This new directorate was created
to manage the Coast Guard’s portfolio of
waterways management programs and
assets and will coordinate Coast Guard
activities to promote development of
national and international consensus on
waterways, management policies, goals,
objectives, and strategies.

In addition, this rule revises 46 Part
1 by adding references to “Office of
Bridge Programs (CG-551),” “Office of
Marine Transportation Systems (CG—
552),” and “Office of Navigation Systems
(CG-553).” These new offices were
created under the Marine
Transportation Systems Management
Directorate (CG=55).

This rule revises 46 CFR Part 2 by
eliminating the requirement that an
inspector must complete and submit
“Form CG—858, Certificate of
Inspections Amendment,” to amend a
vessel’s Certificate of Inspection. The
paragraph will clarify that the original
Certificate of Inspection may be
amended and re-issued with the original
renewal date pending approval of the
Officer in Charge, Marine Inspection.

This rule revises 46 CFR Part 2 by
removing references to a Letter of
Compliance and to a Tank Vessel
Examination Letter and replacing them
with a reference to a Certificate of
Compliance. Letters of Compliance and
Tank Vessel Examination Letters are no
longer issued, and were combined to
form Certificates of Compliance in the
mid-1990s. It also clarifies the office and
the appropriate chain of command for
actions regarding vessel fees.

This rule revises 46 CFR Part 2 by
clarifying the chain-of-command
procedure in various instances without
making changes to the chain of
command.

This rule revises 46 CFR Part 2 to add
that a credit card or wire transfer is an
acceptable form of payment for all fees
required by subpart 2.10.

This rule revises 46 CFR Part 2 to
update the address for mailing a
payment made by check for vessel
inspection and to add a new address for
mailing a payment using a credit card.

This rule revises 46 CFR Part 2 to
remove “midperiod” and add, in its
place, “annual and periodic” to more
accurately describe the period between
inspections.

This rule revises 46 CFR Part 7 by
correcting grammatical errors.

This rule revises 46 CFR Part 9 to
remove “steamship,” as this is an
outdated term which is no longer used
to describe vessels.

This rule revises 46 CFR Part 10 to
correct a table titled “Table 10.215(a)—
Medical and Physical Requirements for
Mariner Endorsement,” in which four
pieces of data are located in the wrong
columns.

This rule revises 46 CFR Part 28 to
update the delegation of authority from
the Secretary of Transportation to the
Secretary of Homeland Security in an
instance where it had not already been
changed.

This rule revises 46 CFR Parts 31 and
70 to capitalize the word “office” in
“Office of the Commandant.”

This rule revises 46 CFR Part 54 to
remove a redundant paragraph and
replace it with the paragraph originally
intended. The 2009 CFR included
similar paragraphs describing the
pressure measurement restrictions for
condensers and heat exchangers eligible
for exemption from shop inspection.
This rule removes the less specific,
earlier version of the paragraph at
§54.01-15(a)(5) and leaves the more
recently updated version of the
paragraph, redesignating it as § 54.01—
15(a)(5) from § 54.01—-15(a)(4). This rule
returns the original paragraph at
§54.01-15(a)(4) regarding Class I, II, and
III pressure vessels, to its intended
place. The original paragraph was
present in the 2008 CFR but erroneously
omitted from the 2009 publication.

This rule revises 46 CFR Part 129 to
replace the word “part” with the word
“subchapter” where “subchapter” is
intended.

This rule revises 46 CFR Part 150 to
correct a table with mislabeled
footnotes.

This rule revises 46 CFR Part 154 to
remove a redundant section at § 154.30.

This rule corrects 46 CFR Part 177 to
make the metric value of 15 feet
accurate. The section currently lists the
metric value of 15 feet at 3.8 meters.
This rule changes the metric value to

4.572 meters in every instance, ensuring
consistency between the values when
expressed in both metric and imperial
units.

This rule updates various addresses
for Coast Guard offices throughout Title
46 so that they conform to new mailing
addresses and mailing address formats
that came into use on June 15, 2009.
This rule also updates internal Coast
Guard office designators, as well as
certain organizational titles, throughout
Title 46. Changes in organizational titles
included in this rule are only technical
revisions reflecting changes in agency
procedure and organization, and do not
indicate new authorities.

Throughout Title 46, this rule
removes all references to Loran towers
and coordinates, which are no longer in
use, and changes all references to
Search and Rescue Transponders
(SARTS) to Search and Rescue
Transmitters (SARTS), as transponders
are no longer in use.

This rule updates various citations to
the CFR that were overlooked in past
revisions of Title 46.

IV. Regulatory Analyses

We developed this rule after
considering numerous statutes and
executive orders related to rulemaking.
Below we summarize our analyses
based on 12 of these statutes or
executive orders.

A. Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review. The Office of
Management and Budget has not
reviewed it under that Order. Because
this rule involves non-substantive
changes and addresses internal agency
practices and procedures, it will not
impose additional costs on the public.

B. Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this rule would have a
significant economic impact on a
substantial number of small entities.
The term “small entities” comprises
small businesses, not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000.

We estimate that this rule will not
impose additional costs and should
have little or no impact on small entities
because the provisions of this rule are
technical and non-substantive.
Therefore, the Coast Guard certifies
under 5 U.S.C. 605(b) that this final rule
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will not have a significant economic
impact on a substantial number of small
entities.

C. Collection of Information

This rule calls for no new collection
of information under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520).

D. Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this rule under that Order and have
determined that it does not have
implications for federalism.

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. Taking of Private Property

This rule will not cause a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

G. Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

H. Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not create an environmental risk to
health or risk to safety that may
disproportionately affect children.

I. Indian Tribal Governments

This rule does not have Tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian

Tribes, on the relationship between the
Federal Government and Indian Tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian Tribes.

J. Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “significant
energy action” under that order because
it is not a “significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. The Administrator of the Office
of Information and Regulatory Affairs
has not designated it as a significant
energy action. Therefore, it does not
require a Statement of Energy Effects
under Executive Order 13211.

K. Technical Standards

The National Technology Transfer
and Advancement Act NTTAA) (15
U.S.C. 272 note) directs agencies to use
voluntary consensus standards in their
regulatory activities unless the agency
provides Congress, through the Office of
Management and Budget, with an
explanation of why using these
standards would be inconsistent with
applicable law or otherwise impractical.
Voluntary consensus standards are
technical standards (e.g., specifications
of materials, performance, design, or
operation; test methods; sampling
procedures; and related management
systems practices) that are developed or
adopted by voluntary consensus
standards bodies.

This rule does not use technical
standards. Therefore, we did not
consider the use of voluntary consensus
standards.

L. 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 concluded 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 is categorically
excluded under section 2.B.2, figure 2—
1, paragraph (34)(a) of the Instruction.
This rule involves regulations that are
editorial and procedural, such as those
updating addresses or establishing
application procedures. An

environmental analysis checklist and a
categorical exclusion determination are
available in the docket where indicated
under ADDRESSES.

List of Subjects
46 CFR Part 1

Administrative practice and
procedure, Organization and functions
(Government agencies), Reporting and
recordkeeping requirements.

46 CFR Part 2

Marine safety, Reporting and
recordkeeping requirements, Vessels.

46 CFR Part 7
Law enforcement, Vessels.
46 CFR Part 9

Government employees, Vessels,
Wages.

46 CFR Part 10

Penalties, Reporting and
recordkeeping requirements, Schools,
Seamen.

46 CFR Part 11

Incorporation by reference, Penalties,
Reporting and recordkeeping
requirements, Schools, Seamen.

46 CFR Part 25

Fire prevention, Penalties, Marine
safety, Reporting and recordkeeping
requirements.

46 CFR Part 27

Fire prevention, Marine safety,
Reporting and recordkeeping
requirements, Vessels.

46 CFR Part 28

Alaska, Fire prevention, Fishing
vessels, Marine safety, Occupational
safety and health, Reporting and
recordkeeping requirements, Seamen.

46 CFR Part 31

Cargo vessels, Marine safety,
Reporting and recordkeeping
requirements.

46 CFR Part 54

Reporting and recordkeeping
requirements, Vessels.

46 CFR Part 70

Marine safety, Passenger vessels,
Reporting and recordkeeping
requirements.

46 CFR Part 76

Fire prevention, Marine safety,
Passenger vessels.

46 CFR Part 112

Vessels.
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46 CFR Part 114

Marine safety, Passenger vessels,
Reporting and recordkeeping
requirements.

46 CFR Part 121

Communications equipment, Marine
safety, Navigation (water), Passenger
vessels.

46 CFR Part 129

Cargo vessels, Hazardous materials
transportation, Marine safety, Reporting
and recordkeeping requirements.

46 CFR Part 131

Cargo vessels, Fire prevention, Marine
safety, Navigation (water), Occupational
safety and health, Reporting and
recordkeeping requirements.

46 CFR Part 150

Hazardous materials transportation,
Marine safety, Occupational safety and
health, Reporting and recordkeeping
requirements.

46 CFR Part 154

Cargo vessels, Gases, Hazardous
materials transportation, Marine safety,
Reporting and recordkeeping
requirements.

46 CFR Part 160

Marine safety, Reporting and
recordkeeping requirements.

46 CFR Part 177

Marine safety, Passenger vessels,
Reporting and recordkeeping
requirements.

46 CFR Part 184

Communications equipment, Marine
safety, Navigation (water), Passenger
vessels, Reporting and recordkeeping
requirements.

46 CFR Part 401

Administrative practice and
procedure, Great Lakes, Navigation
(water), Penalties, Reporting and
recordkeeping requirements, Seamen.
m For the reasons discussed in the
preamble, the Coast Guard amends 46
CFR parts 1, 2,7,9,10, 11, 25, 27, 28,
31, 54, 70, 76, 112, 114, 121, 129, 131,
150, 154, 160, 177, 184, and 401.

PART 1—ORGANIZATION, GENERAL
COURSE AND METHODS GOVERNING
MARINE SAFETY FUNCTIONS

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

Authority: 5 U.S.C. 552; 14 U.S.C. 633; 46
U.S.C. 7701; 46 U.S.C. Chapter 93; Pub. L.
107-296, 116 Stat. 2135; Department of
Homeland Security Delegation No. 0170.1;

§1.01-35 also issued under the authority of
44 U.S.C. 3507.

§1.01-10 [Amended]

m 2. Amend § 1.01-10 as follows:

m a. Revise paragraph (b)(1) introductory
text to read as set out below.

m b. Remove paragraph (b)(1)(iii) and
redesignate paragraph (b)(1)(iv) as
paragraph (b)(1)(iii).

§1.01-10 Organization.

(b) E N

(1) The Assistant Commandant for
Marine Safety, Security, and
Stewardship (CG-5), under the general
direction of the Commandant, directs,
supervises, and coordinates the
activities of: The Commercial
Regulations and Standards Directorate
(CG-52), consisting of the Office of
Design and Engineering Standards
(CG-521), the Office of Operating and
Environmental Standards (CG-522), and
the Office of Standards Evaluation and
Development (CG-523); the Response
Policy Directorate (CG-53), consisting of
the Office of Law Enforcement
(CG-531), the Office of Counterterrorism
and Defense Operations (CG-532), the
Office of Incident Management and
Preparedness (CG-533), the Office of
Search and Rescue (CG-534), and the
Office of Contingency Exercises
(CG—535); the Prevention Policy
Directorate (CG—54), consisting of the
Office of International and Domestic
Port Security (CG-541), the Office of
Auxiliary and Boating Safety (CG-542),
the Office of Vessel Activities (CG—543),
the Office of Port and Facility Activities
(CG—544), the Office of Investigations
and Casualty Analysis (CG-545); and
the Marine Transportation and Systems
Management Directorate (CG-55),
consisting of the Office of Bridge
Programs (CG—551), the Office of Marine
Transportation Systems (CG-552), and
the Office of Navigation Systems
(CG-553). The Deputy Commandant for
Operations (CG-DCO), under the
general direction of the Commandant,
directs, supervises, and coordinates the
activities of the Operations Resource
Management Directorate (CG-DCO-R),
consisting of the Office of Workforce
Management (CG-DCO-R-1), the Office
of Budget Development (CG-DCO-R-2),
the Office of Budget Execution
(CG-DCO-R-3), and the Office of
Information Resources (CG-DCO-R-6).
The Port Safety and Security programs
administered by the Chief, Office of
Vessel Activities (CG-543), and the
Marine Environmental Response
programs administered by the Chief,
Office of Incident Management and
Preparedness (CG-533), are guided by

regulations contained in 33 CFR chapter
I. The Assistant Commandant for
Marine Safety, Security, and
Stewardship (CG-5) exercises technical
control over the Commanding Officer,
National Maritime Center (NMC), and,
through the District Commander,
supervises the administration of the
Marine Safety Division of District
Offices and Officers in Charge, Marine

Inspection.
* * * * *

PART 2—VESSEL INSPECTIONS

m 3. The authority citation for part 2
continues to read as follows:

Authority: 33 U.S.C. 1903; 43 U.S.C. 1333;
46 U.S.C. 2110, 3103, 3205, 3306, 3307, 3703;
46 U.S.C. Chapter 701; E.O. 12234, 45 FR
58801, 3 CFR, 1980 Comp., p. 277;
Department of Homeland Security Delegation
No. 0170.1. Subpart 2.45 also issued under
the Act Dec. 27, 1950, Ch. 1155, secs. 1, 2,

64 Stat. 1120 (see 46 U.S.C. App. Note prec.
1).

m 4. Revise § 2.01-5(c) toread as
follows:

§2.01-5 Certificate of inspection.

* * * * *

(c) Amending certificates. When,
because of a change in the character of
the vessel or vessel’s route, equipment,
etc., the vessel does not comply with the
requirements of the Certificate of
Inspection previously issued, an
amended certificate may be issued at the
discretion of the Officer in Charge,
Marine Inspection, to whom a request is
made.

m 5. Revise § 2.01-6 to read as follows:

§2.01-6 Certificates issued to foreign
vessels.

(a) Issuance of a Certificate of
Compliance (COC). Foreign vessels of
countries which are signatory to the
International Convention for the Safety
of Life at Sea, 1974, are issued a
Certificate of Compliance (CG—3585)
upon satisfactory completion of a
compliance examination by the Officer
in Charge, Marine Inspection:

(1) A foreign passenger vessel that is
registered in a country which is
signatory to the International
Convention for the Safety of Life at Sea,
1974, visits U.S. ports with U.S. citizens
as passengers or embarks passengers in
U.S. ports, and holds a valid Passenger
Ship Safety Certificate;

(2) A foreign vessel that is suitable for
carriage of hazardous cargoes in bulk as
defined in 46 CFR subchapter 0 and is
in compliance with Tankship Cargo
Venting and Handling Systems and
Minimum Pollution Prevention
Regulations and Transfer Procedures (33
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CFR parts 155, 156, 157, and 159), and
Navigation Safety Inspection
Regulations (33 CFR part 164);

(3) A foreign Mobile Offshore Drilling
Unit that complies with standards listed
in 33 CFR 143.207 and is engaged in
U.S. Outer Continental Shelf activities;

(4) A foreign vessel that is suitable for
carriage of cargoes as defined in 46 CFR
subchapter D and is in compliance with
Tankship Cargo Venting and Handling
Systems and Minimum Safety Standards
(SOLAS 74—46 CFR part 35), Pollution
Prevention Regulations and Transfer
Procedures (33 CFR parts 155, 156, 157,
and 159), and Navigation Safety
Regulations (33 CFR part 164).

(b) Foreign vessels of countries which
are non-signatory to the International
Convention for the Safety of Life at Sea,
1974, are issued a Temporary Certificate
of Inspection (CG—854) and a Certificate
of Inspection (CG—841), respectively, as
described in § 2.01-5. Any amendments
to these certificates shall be
accomplished in accordance with
§2.01-5(c).

(c) Description of COC. CG-3585
describes the vessel’s particulars, type
of vessel examined, type of certificate(s)
required by the International
Convention for Safety of Life at Sea,
1974, the period of validity, subsequent
exams required to maintain the
certificates validity, the Officer in
Charge, Marine Inspection zone where
the exam was completed in and if there
are any deficiencies as to applicable
regulations at the time the vessel was
examined. If there are deficiencies
issued, they are listed in the
examination record section of the COC.

§2.10-1 [Amended]

m 6.In § 2.10-1(a), after the words
“foreign vessels required to have”,
remove the words “either a Letter of
Compliance or a Tank Vessel
Examination Letter” and add, in their
place, the words “a Certificate of
Compliance”.

m 7.In §2.10-5, add a third sentence to
paragraph (d) to read as follows:

§2.10-5 Exemptions.

(d) * * * The Officer in Charge,
Marine Inspection will endorse and

forward the request to Commandant
(CG-DCO-83) for decision.

§2.10-10 [Amended]

m 8. Amend § 2.10-10 as follows:

m a. Remove the text “CG-DCO-R-3”

and add, in its place, the text “CG-DCO-
83”; and

m b. Remove the text “G-MRP” and add,
in its place, the text “CG-DCO-83".
m 9. Amend § 2.10-20 as follows:
m a. In paragraph (b), add a second
sentence;
m b. Revise paragraph (d);
m c. In paragraph (e), remove the text
“CG-DCO-R-3” and add, in its place,
the text “CG-DCO-83";
m d. In paragraph (e), remove the text
“G-MRP” and add, in its place, the text
“CG-DCO-83”; and
m e. In paragraph (f), remove the words
“Marine Safety or Marine Inspection
Office” and add, in their place, the
words “Coast Guard Sector, Officer in
Charge, Marine Inspection, or Marine
Safety Detachment”.

The addition and revision read as
follows:

§2.10-20 General Requirements.

(b) * * * Payment may also be made
by credit card or wire transfer.
* * * * *

(d) Unless otherwise specified, fees
required by this subpart must be mailed
to the following addresses: For payment
by credit card, U.S. Coast Guard Finance
Center (OGR), 1430A Kristina Way,
Chesapeake, VA 23326; For payment by
check, made payable to U.S. Treasury,
with delivery by postal service, USCG
Inspection Fees, P.O. Box 70952,
Charlotte, NC 28272—-0952; or by
overnight courier, Wachovia QLP
Lockbox-D1113-022, Lockbox 70952,
1525 West WT Harris Blvd., Charlotte,

NC 28262.
* * * * *
§2.10-101 [Amended]

m 10. Amend § 2.10-101(c) by removing
the word “midperiod” and adding, in its
place, the words “annual and periodic”.
m 11. Amend § 2.10-105 as follows:

m a. In paragraph (b), remove the text
“CG-DCO-R~-3” and add, in its place,
the text “CG-DCO-83"; and

m b. In paragraph (e), add a fourth
sentence to read as follows:

§2.10-105 Prepayment of annual vessel
inspection fees.
* * * * *

(e) * * * The Officer in Charge,
Marine Inspection will endorse and
forward the request to Commandant
(CG-DCO-83) for decision.

§2.10-115 [Amended]

m 12. Amend § 2.10-115(b) by removing
the text “CG-DCO-R-3” and adding, in
its place, the text “CG-DCO-83".
§2.10-125 [Amended]

m 13. Amend § 2.10-125 as follows:

m a. In paragraph (a), remove the word
“Letter” wherever it appears and add, in
its place, the word “Certificate”; and

m b. In paragraph (b), remove the words
“Tank Vessel Examination Letter” and
add, in their place, the words
“Certificate of Compliance”.

§2.10-130 [Amended]

m 14. Amend § 2.10-130 as follows:

m a. In paragraph (a), remove the word
“Letter” and add, in its place, the word
“Certificate”; and

m b. In paragraph (b), remove the word
“Letter” and add, in its place, the word
“GCertificate”.

§2.75-1 [Amended]

m 15. Amend § 2.75-1(c) by removing
the words “Environmental Protection”
wherever they appear and adding, in
their place, the word “Stewardship”.

PART 7—BOUNDARY LINES

m 16. The authority citation for part 7
continues to read as follows:

Authority: 14 U.S.C. 633; 33 U.S.C. 151,
1222; Department of Homeland Security
Delegation No. 0170.1.

W 17. Revise § 7.65 to read as follows:

§7.65 Charleston Harbor, SC.

A line drawn from Charleston Light
on Sullivans Island to latitude 32°40.7’
N. longitude 79°42.9" W. (Charleston
Lighted Whistle Buoy “2C”); thence to a
point on Folly Island at latitude 32°41.0
N. longitude 79°53.2" W.

PART 9—EXTRA COMPENSATION
FOR OVERTIME SERVICES

m 18. The authority citation for part 9
continues to read as follows:

Authority: 46 U.S.C. 2103; Department of
Homeland Security Delegation No. 0170.1.

§9.14 [Amended]

m 19.1In § 9.14, after the words “fees
against”, remove the word “steamship”.

PART 10—MERCHANT MARINER
CREDENTIAL

m 20. The authority citation for part 10
continues to read as follows:

Authority: 14 U.S.C. 633; 31 U.S.C. 9701;
46 U.S.C. 2101, 2103, 2110; 46 U.S.C. Chapter
71; 46 U.S.C. chapter 72; 46 U.S.C. chapter
75; 46 U.S.C. 7701, 8906 and 70105;
Executive Order 10173; Department of
Homeland Security Delegation No. 0170.1.

m 21. Amend § 10.215(a) by revising
Table 10.215(a) to read as follows:
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TABLE 10.215(A)—MEDICAL AND PHYSICAL REQUIREMENTS FOR MARINER ENDORSEMENTS

Credential Vision test Hearing test Gene;e;(lanr:]edmal D&@‘;{‘CS;{ aétg?ﬁtyof
(i) Deck officer, including pilot ........ccooveiiieniiiieeeeee §10.215(b)(1) §10.215(c) §10.215(d)(1) §10.215(e)(1)
(ii) Engineering officer .215(b)(2) §10.215(c) §10.215(d)(1) §10.215(e)(1)
(iv) Radio OffiCer ......cccevviiieiiie e (b)(2) §10.215(c) §10.215(d)(1) §10.215(e)(1)
(v) Offshore installation manager, barge supervisor, or | § 10.215(b)(2) §10.215(c) §10.215(d)(1) §10.215(e)(1)
ballast control operator.
(Vi) ADIE SEAMAN ......voeeeeceeeee et §10.215(b)(1) §10.215(c) §10.215(d)(1) §10.215(e)(1)
(Vi) QMED ... §10.215(b)(2) §10.215(c) §10.215(d)(1) §10.215(e)(1)
(Viil) RFPNW Lot §10.215(b)(1) §10.215(c) §10.215(d)(1) §10.215(e)(1)
(IX) RFPEW ..ot §10.215(b)(2) §10.215(c) §10.215(d)(1) §10.215(e)(1)
(X) TANKEIMAN ..o §10.215(b)(2) §10.215(c) §10.215(d)(1) §10.215(e)(1)
(xi) Food handler serving on vessels to which STCW §10.215(d)(2)
does not apply.
(xii) Food handler serving on vessels to which STCW ap- §10.215(d)(2) §10.215(e)(1)
plies.
(xiii) Ratings, including entry level, serving on vessels to §10.215(e)(2)
which STCW applies, other than those listed above.

* * * * *

PART 11—REQUIREMENTS FOR
OFFICER ENDORSEMENTS

m 22. The authority citation for part 11
continues to read as follows:

Authority: 14 U.S.C. 633; 31 U.S.C. 9701;
46 U.S.C. 2101, 2103, and 2110; 46 U.S.C.
chapter 71; 46 U.S.C. 7502, 7505, 7701, 8906,
and 70105; Executive Order 10173;
Department of Homeland Security Delegation
No. 0170.1. Section 11.107 is also issued
under the authority of 44 U.S.C. 3507.

§11.302 [Amended]

m 23. Amend § 11.302(g) by removing
the text “§ 1.03—45” and adding, in its
place, the text “§ 1.03—40".

PART 25—REQUIREMENTS

m 24. The authority citation for part 25
continues to read as follows:

Authority: 33 U.S.C. 1903(b); 46 U.S.C.
3306, 4102, 4302; Department of Homeland
Security Delegation No. 0170.1.

§25.01-3 [Amended]

W 25-26. Amend § 25.01-3(a), third
sentence, by removing the words “Office
of Compliance” and adding, in their
place, the words “Office of Vessel
Activities”, and in paragraph (b) by
removing the words “3069 Solomons
Island Road, Edgewater, MD 21037” and
adding, in their place, the words “613
Third Street, Suite 10, Annapolis, MD
21403”.

PART 27—TOWING VESSELS

m 27. The authority citation for part 27
continues to read as follows:

Authority: 46 U.S.C. 3306, 4102 (as
amended by Pub. L. 104-324, 110 Stat. 3901);
Department of Homeland Security Delegation
No. 0170.1.

§27.102 [Amended]

m 28. Amend § 27.102(b), in the table
heading, by removing the words “3069
Solomons Island Road, Edgewater, MD
21037” and adding, in their place, the
words “613 Third Street, Suite 10,
Annapolis, MD 21403”.

PART 28—REQUIREMENTS FOR
COMMERCIAL FISHING INDUSTRY
VESSELS

m 29. The authority citation for part 28
continues to read as follows:

Authority: 46 U.S.C. 3316, 4502, 4505,
4506, 6104, 10603; Department of Homeland
Security Delegation No. 0170.1.

§28.10 [Amended]

m 30. Amend § 28.10 as follows:

m a. After the words “pursuant to a
delegation of authority by the”, remove
the words “Secretary of Transportation”
and add, in their place, the words
“Secretary of Homeland Security”; and

m b. After the words “set forth in”,
remove the words “49 CFR 1.46(b)” and
add, in their place, the words
“Department of Homeland Security
Delegation No. 0170.1”.

§28.40 [Amended]

m 31. Amend § 28.40(b), in the table
heading, by removing the words “3069
Solomons Island Road, Edgewater, MD
21037” and adding, in their place, the
words “613 Third Street, Suite 10,
Annapolis, MD 21403”.

§28.50 [Amended]

m 32.In § 28.50, in the definition of
Coast Guard Representative, remove the
words “Fishing Vessels Safety Division”
and add, in their place, the words
“Fishing Vessels Division”.

§28.265 [Amended]

m 33. Amend § 28.265(d)(4)(vii) by
removing the words “LORAN
coordinate,”.

§28.820 [Amended]

m 34.In 28.820(a)(2), second sentence,
after the words “bilge system
requirements of”, remove the text
“§28.760(c)” and add, in its place, the
text “§ 28.255(d)”.

PART 31—INSPECTION AND
CERTIFICATION

m 35. The authority citation for part 31
continues to read as follows:

Authority: 33 U.S.C. 1321(j); 46 U.S.C.
2103, 3205, 3306, 3307, 3703; 46 U.S.C.
Chapter 701; 49 U.S.C. 5103, 5106; E.O.
12234, 45 FR 58801, 3 CFR, 1980 Comp., p.
277;E.0. 12777, 56 FR 54757, 3 CFR, 1991
Comp., p. 351; Department of Homeland
Security Delegation No. 0170.1. Section
31.10-21 also issued under the authority of
Sect. 4109, Pub. L. 101-380, 104 Stat. 515.

§31.10-1 [Amended]

m 36.In §31.10-1(b), third sentence,
after the words “examined at the”,
remove the words “office of the
Commandant” and add, in their place,
the words “Office of the Commandant”.

PART 54—PRESSURE VESSELS

m 37. The authority citation for part 54
continues to read as follows:

Authority: 33 U.S.C. 1509; 43 U.S.C. 1333;
46 U.S.C. 3306, 3703; E.O. 12234, 45 FR
58801, 3 CFR, 1980 Comp., p. 277;
Department of Homeland Security Delegation
No. 0170.1.

m 38.In § 54.01-15, revise paragraphs
(a)(4) and (a)(5) to read as follows:
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§54.01-15 Exemptions from shop
inspection and plan approval (modifies U-

1(c)(2)).

* * * * *

(a)* EE

(4) Class I, I1, and III pressure vessels
that meet the requirements of § 54.01—
5(c)(3) and (c)(4).

(5) Condensers and heat exchangers,
regardless of size, when the design is
such that the liquid phase is not greater
than 689 kPa (100 psig) and 200 °F (93
°C) and the vapor phase is not greater
than 103 kPa (15 psig) provided that the
Officer in Charge, Marine Inspection is
satisfied that system overpressure
conditions are addressed by the owner

or operator.
* * * * *

PART 70—GENERAL PROVISIONS

m 39. The authority citation for part 70
continues to read as follows:

Authority: 46 U.S.C. 3306, 3703; Pub. L.
103-206, 107 Stat. 2439; 49 U.S.C. 5103,
5106; E.O. 12234, 45 FR 58801, 3 CFR, 1980
Comp., p. 277; Department of Homeland
Security Delegation No. 0170.1; Section
70.01-15 also issued under the authority of
44 U.S.C. 3507.

§70.35-5 [Amended]

m 40.In §70.35-5(a), second sentence,
after the words “examined at the”,
remove the words “office of the
Commandant” and add, in their place,
the words “Office of the Commandant”.

PART 76—FIRE PROTECTION
EQUIPMENT

m 41. The authority citation for part 76
continues to read as follows:

Authority: 46 U.S.C. 3306; E.O. 12234, 45
FR 58801, 3 CFR, 1980 Comp., p. 277;
Department of Homeland Security Delegation
No. 0170.1.

§76.15-5 [Amended]

m 42. Amend § 76.15-5(¢)(3) by
removing the words “paragraph (e)” and
adding, in their place, the words
“paragraph (d)”.

PART 112—EMERGENCY LIGHTING
AND POWER SYSTEMS

m 43. The authority citation for part 112
continues to read as follows:

Authority: 46 U.S.C. 3306, 3703;
Department of Homeland Security Delegation
No. 0170.1.

§112.15-5 [Amended]

m 44. Amend § 112.15-5(j) by removing
the word “loran,”.

PART 114—GENERAL PROVISIONS

m 45. The authority citation for part 114
continues to read as follows:

Authority: 46 U.S.C. 2103, 3306, 3703;
Pub. L. 103-206, 107 Stat. 2439; 49 U.S.C.
App. 1804; Department of Homeland
Security No. 0170.1; § 114.900 also issued
under 44 U.S.C. 3507.

§114.600 [Amended]

m 46. Amend § 114.600(b) by removing
the words “3069 Solomons Island Road,
Edgewater, MD 21037” and adding, in
their place, the words “613 Third Street,
Suite 10, Annapolis, MD 21403”.

PART 121—VESSEL CONTROL AND
MISCELLANEOUS SYSTEMS AND
EQUIPMENT

m 47. The authority citation for part 121
continues to read as follows:

Authority: 46 U.S.C. 2103, 3306; E.O.
12234, 45 FR 58801, 3 CFR, 1980 Comp., p.
277; Department of Homeland Security
Delegation No. 0170.1.

§121.510 [Amended]

m 48. Amend § 121.510(a)(7) by
removing the words “LORAN
coordinates,”.

PART 129—ELECTRICAL
INSTALLATIONS

m 49. The authority citation for part 129
continues to read as follows:

Authority: 46 U.S.C. 3306; Department of
Homeland Security Delegation No. 0170.1.

§129.110 [Amended]

m 50. Amend § 129.110 by removing the
word “part” and adding, in its place, the
word “subchapter”.

PART 131—OPERATIONS

m 51. The authority citation for part 131
continues to read as follows:

Authority: 33 U.S.C. 1321(j); 46 U.S.C.
3306, 6101, 10104; E.O. 12234, 3 CFR, 1980
Comp., p. 277; E.O. 12777, 3 CFR, 1991
Comp., p. 351; Department of Homeland
Security Delegation No. 0170.1.

§131.890 [Amended]

m 52. Amend § 131.890 by removing the
word “Transponder” and adding, in its
place, the word “Transmitter”.

PART 150—COMPATIBILITY OF
CARGOES

m 53. The authority citation for part 150
continues to read as follows:

Authority: 46 U.S.C. 3306, 3703;
Department of Homeland Security Delegation
No. 0170.1. Section 150.105 issued under 44
U.S.C. 3507; Department of Homeland
Security Delegation No. 0170.1.

Table 1 to Part 150 [Amended]

m 54. In Table 1 to Part 150, in the
“Footnote” column, remove the numeral
“2” for each row that includes the
following in the “Chemical name”
column:

m a. Alkyl acrylate-Vinyl pyridine
copolymer in Toluene

m b. Alkyl(C3-C4)benzenes

m c. Alkyl(C5-C8)benzenes

m d. Alkyl(C9+)benzenes

m e. Alkylbenzene, Alkylindane,
Alkylindene mixture (each C12-C17)
m f. Benzene hydrocarbon mixtures
(having 10% Benzene or more)

m g. Butylbenzene, see Alky(C3-
C4)benzenes

m h. Butyl phenol, Formaldehyde resin
in Xylene

m i. Butyl toluene

m j. Cymene

m k. Decylbenzene, see Alkyl(C9+)
benzenes

m ]. Dialkyl(C10-C14) benzenes, see
Alkyl(C9+) benzenes

m m. Dichloromethane

m n. Diethylbenzene

m o. Diisopropylbenzene

m p. Diisopropyl naphthalene

m g. Diphenyl

m r. Dodecanol

m s. Dodecylamine, Tetradecylamine
mixture

m t. Dodecyl hydroxypropyl sulfide
m u. Ethylbenzene

m v. Ethyl toluene

m w. 1-Hexadecylnaphthalene, 1,4-
bis(Hexadecyl)naphthalene mixture
m x. Methyl naphthalene

m y. Naphthalene

m z. 1-Phenyl-1-xylyl ethane

m aa. Poly(2+)cyclic aromatics

m bb. Polyolefinamine in alkyl(C2-
C4)benzenes

m cc. Sulfuric acid, spent

m dd. Tetradecylbenzene, see
Alkyl(C9+) benzenes

m ee. Tetrahydronaphthalene

m ff. Tetramethylbenzene

m gg. Titanium tetrachloride

m hh. Toluene

m ii. Xylene

m jj. Xylenes, Ethylbenzene mixture

PART 154—SAFETY STANDARDS FOR
SELF-PROPELLED VESSELS
CARRYING BULK LIQUEFIED GASES

m 55. The authority citation for part 154
continues to read as follows:

Authority: 46 U.S.C. 3703, 9101;
Department of Homeland Security Delegation
No. 0170.1.

§154.30 [Removed and Reserved]
m 56. Remove and reserve § 154.30.

PART 160—LIFESAVING EQUIPMENT

m 57. The authority citation for part 160
continues to read as follows:
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Authority: 46 U.S.C. 2103, 3306, 3703 and
4302; E.O. 12234, 45 FR 58801, 3 CFR, 1980
Comp., p. 277; 49 CFR 1.46.

§160.151-57 [Amended]

m 58. Amend § 160.151-57(b)(8) by
removing the word “Transponder” and
adding, in its place, the word
“Transmitter”.

PART 177—CONSTRUCTION AND
ARRANGEMENT

m 59. The authority citation for part 177
continues to read as follows:

Authority: 46 U.S.C. 2103, 3306; E.O.
12234, 45 FR 58801, 3 CFR, 1980 Comp., p.
277; Department of Homeland Security
Delegation No. 0170.1.

§177.820 [Amended]

m 60. Amend § 177.820 in paragraphs
(d)(1) and (2) by removing the words
“3.8 meters” and adding, in their places,
the words “4.572 meters”.

PART 184—VESSEL CONTROL AND
MISCELLANEOUS SYSTEMS AND
EQUIPMENT

m 61. The authority citation for part 184
continues to read as follows:

Authority: 46 U.S.C. 2103, 3306; E.O.
12234, 45 FR 58801, 3 CFR, 1980 Comp., p.

277; Department of Homeland Security
Delegation No. 0170.1.

§184.510 [Amended]

m 62. Amend § 184.510(a)(7) by
removing the words “LORAN
coordinates,”.

PART 401—GREAT LAKES PILOTAGE
REGULATIONS

m 63. The authority citation for part 401
continues to read as follows:

Authority: 46 U.S.C. 2104(a), 6101, 7701,
8105, 9303, 9304; Department of Homeland
Security Delegation No. 0170.1; 46 CFR
401.105 also issued under the authority of 44
U.S.C. 3507.

§401.110 [Amended]

m 64. Amend §401.110(a)(9) by

removing the text “CG-54122" and

adding, in its place, the text “CG—-5522".
Dated: September 17, 2010.

Sandra Selman,

Acting Chief, Office of Regulations and

Administrative Law, United States Coast
Guard.

[FR Doc. 2010-23766 Filed 9—28-10; 8:45 am]|
BILLING CODE 9110-04-P

DEPARTMENT OF TRANSPORTATION
Office of the Secretary

49 CFR Part 71
[OST Docket No. 0ST—2010-0046]

Relocation of Standard Time Zone
Boundary in the State of North Dakota:
Mercer County

AGENCY: Office of the Secretary,
Department of Transportation (DOT).

ACTION: Final rule.

SUMMARY: DOT is moving all of Mercer
County, North Dakota to the central time
zone. Prior to this action, all of Mercer
County was located in the mountain
time zone. This action is taken in
response to a petition filed by the Board
of County Commissioners for Mercer
County and is based on comments made
at a public hearing and filed in the
docket.

DATES: Effective Date: This final rule
will be effective November 7, 2010.

FOR FURTHER INFORMATION CONTACT:
Robert C. Ashby, Deputy Assistant
General Counsel for Regulation and
Enforcement, U.S. Department of
Transportation, Room W94-302, 1200
New Jersey Avenue, SE., Washington,
DC 20590, (202) 366—9310,
bob.ashby@dot.gov.

SUPPLEMENTARY INFORMATION:
Background

For more than a century, time zone
boundaries in North Dakota have had an
interesting and varied history.
Beginning in 1883, mountain time was
observed in the southwest portion of the
State and a few locations in the
northwest, with central time being used
elsewhere. In 1929, the Interstate
Commerce Commission (ICC), which
then had jurisdiction over time zone
boundaries, extended central time to
cover all but a cluster of counties in the
southwest corner of the State. Congress
transferred the ICC’s time zone
boundary powers to the Department of
Transportation (DOT) in 1967. DOT
exercises these powers under the
provisions of the Uniform Time Act of
1966 (15 U.S.C. 260-64).

The Department has exercised its
authority under this statute in several
proceedings affecting North Dakota. In
1968, in response to a petition from the
Governor of North Dakota, the
Department placed 14 counties lying
south and west of the Missouri River
into mountain time. The change was
made to accommodate the historical
pattern of time observance in the State.
In 1992, in response to a petition from

the Board of Commissioners of Oliver
County (which is adjacent to Mercer
County), the Department moved that
county into the central time zone. The
Department took similar action with
respect to Morton County and a portion
of Sioux County in 2003.

In 2000-2003, the Department
considered a petition from the Mercer
County Commission to move the county
to the central time zone. The proposal
was controversial in the county. A 2000
referendum favored changing to central
time by a vote of 1,180 to 1,038.
However, a majority of written
comments to the Department’s docket,
and much of the sentiment of persons
attending a public hearing, favored
keeping the county in the mountain
time zone. After considering the
comments, and while acknowledging
the reasons supporting a change, the
Department decided to deny the petition
(68 FR 53082; September 9, 2003). The
Department’s decision noted that the
Commission was free to file a new
petition on the subject in the future. In
a petition dated October 9, 2009, Mr.
Lyle L. Latimer, Chairman of Mercer
County Board of County
Commissioners, asked the Department
to move the county from the mountain
time zone to the central time zone.

Under the Uniform Time Act, the
Secretary of Transportation has
authority to issue regulations modifying
the boundaries between time zones in
the United States in order to move an
area from one time zone to another. The
standard in the statute for such
decisions is “regard for the convenience
of commerce and the existing junction
points and division points of common
carriers engaged in interstate or foreign
commerce.” The principal standard for
deciding whether to change a time zone
is defined very broadly to include
consideration of all the impacts upon a
community of a change in its standard
of time. DOT has developed a series of
questions to assist communities and us
in determining the impact of a time
zone change on the “convenience of
commerce.” The Department considers
information bearing on these questions
in making its decision on a proposed
time zone change.

1. From where do businesses in the
community get their supplies, and to
where do they ship their goods or
products?

2. From where does the community
receive television and radio broadcasts?

3. Where are the newspapers
published that serve the community?

4. From where does the community
get its bus and passenger rail services;
if there is no scheduled bus or passenger
rail service in the community, to where
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must residents go to obtain these
services?

5. Where is the nearest airport; if it is
a local service airport, to what major
airport does it carry passengers?

6. What percentage of residents of the
community work outside the
community; where do these residents
work?

7. What are the major elements of the
community’s economys; is the
community’s economy improving or
declining; what Federal, State or local
plans, if any, are there for economic
development in the community?

8. If residents leave the community
for schooling, recreation, health care, or
religious worship, what standard of time
is observed in the places where they go
for these purposes?

The Petition for Rulemaking

In October 2009, the Board of
Commissioners for Mercer County,
North Dakota, petitioned the Secretary
of Transportation to move Mercer
County from the mountain time zone to
the central time zone. The Mercer
County petition stated several reasons
for the request, outlining the
Commission’s view of why the change
would meet the “convenience of
commerce” standard. The following is a
summary of the reasons asserted in
support of the request, which address
several of the Department’s questions.

e Almost all supplies for businesses
in Mercer County, including the coal
and agriculture industries, are shipped
from the Bismarck/Mandan area and
from other points in the central time
zone.

e Communications media
(newspapers, radio and television
stations) serving Mercer County are
based in the Bismarck/Mandan area.

e There is no regular passenger
transportation serving Mercer County.
Residents go to the Bismarck/Mandan
area to catch planes, trains, and buses.

e The main offices for several Mercer
County energy industry facilities are
located in Bismarck.

e Many residents regularly travel to
the Bismarck/Mandan area for
recreation, health care, and other
purposes.

¢ Geographically, Mercer County is
adjacent to the central time zone on the
east, north, and south sides of the
county, and is therefore well located for
inclusion in the central time zone. The
Fort Berthold Indian Reservation,
located in Mercer County, is currently
in the central time zone.

Public Comments

On March 3, 2010, the Department
published a notice of proposed

rulemaking (75 FR 9568) announcing
the proposed change and inviting public
comment. A DOT representative
conducted a public hearing in Hazen,
North Dakota on May 14, 2010. At the
meeting, 14 persons spoke in favor of
switching to central time and five spoke
in favor of remaining in mountain time.

Over 400 written comments were
submitted to the docket. These
submissions included many detailed
letters, a number of anonymous
comments, and some brief statements
simply expressing a preference for
either mountain or central time. The
submissions came from individuals,
businesses, medical service providers,
local Chambers of Commerce, and
school districts. We appreciate the time
and effort of the people who expressed
their opinion at the public meeting and
through written comments, providing
the Department with the factual basis
upon which to make a decision.

Comments in Support of Central Time

Approximately 250 comments,
including written submissions and
those comments made at the hearing,
favored a switch to central time. Our
decision, however, is not based on the
number of comments supporting a
particular time zone. As discussed
above, the decision is based on the
statutory “convenience of commerce”
standard and the comments help us to
make the decision by providing factual
information regarding the impact of a
time zone change on a community. The
comments supporting a move to central
time addressed five impacted areas that
would be improved by a change of time
zones: (1) Transportation, (2) business,
(3) schools and other public agencies,
(4) health care, and (5) family life.

In the area of transportation, many
submissions noted that the closest
transportation hub is Bismarck, which is
on central time. Numerous individuals
explained that catching a morning flight
out of Bismarck is inconvenient,
because they either have to get up very
early in the morning to account for the
one hour time difference, or pay to
spend the night before their flight in a
hotel.

The docket included abundant
comments focusing on the impact of a
time zone switch on businesses in
Mercer County. Most of the power
plants and mines, which are major
employers in Mercer County, already
run on central time. The manager of
Coyote electric generating plant
expressed how confusing it is to be
located in mountain time, but operating
on central time.

From the comments submitted, it
appears that the majority of the county’s

businesses have their suppliers and
customers in central time and believe
that moving Mercer County to central
time would serve the convenience of
commerce. Many people explained that
because their businesses primarily
conduct transactions with entities
located in central time, they lose
valuable work time every day—at least
an hour in the morning, an hour at
lunch time, and an hour at the end of
the day. The manager of the Beulah
Motor Vehicle Branch Office wrote that
all their office support comes from the
State office in Bismarck, and they
therefore lose three hours a day of
contact with key support functions. The
President of Dakota Helicopters, Inc.
explained that they are in a “constant
battle” to complete their daily activities
with their vendors in a shortened time
span, because the vendors are all on
central time. Other comments focused
on the ongoing struggle businesses face
to schedule meetings, teleconferences,
and seminars with businesses located in
central time.

Being on mountain time also
adversely affects the quality of services
that businesses in Mercer County
provide, commenters asserted. A
submission from the secretary and
treasurer of Knife River Indian Heritage
Foundation portrayed how frequently
tourists get confused about the time and
arrive too early or too late for events at
the Foundation. The owner of Beulah
Drug Company explained that all of
their suppliers and technical support
are located on central or eastern time;
on many occasions they have needed a
service or product, but have had to wait
an extra day because the supplier was
already closed. The Beulah Public
Library is one of only two libraries in a
25-member consortium that is on
mountain time, which creates
scheduling issues. The Library also
believes that switching to central time
would allow them to better serve their
patrons, because their hours would
coincide with the area power plants and
mines. Moreover, several business
owners suggested that they would have
an easier time recruiting employees who
live in central time if Mercer County
switched to central time.

The Mercer County time zone also has
a major impact on the schools. The
Center-Stanton Public School Board, the
Beulah Board of Education, and the
Hazen Public School Board all
submitted comments favoring a switch
to central time. The Center-Stanton
school district is currently divided, with
half of the district on central time and
half on mountain time. The
Superintendent explained how this
makes scheduling meetings difficult,
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and it also requires the students residing
in Stanton to wake up very early in the
morning to be ready for the bus.

The Beulah School Board said that in
the 2008-2009 school year school
athletic teams participated in 180
varsity-level extracurricular contests,
with 119 of those in central time. The
comment explained that the students
leaving school early for these events
lose an hour of instruction more than
they would if Mercer County were on
central time. The Hazen School Board,
as well as many parents of children in
Mercer County schools, also expressed
concern over the lost educational time.
An added difficulty relates to the
present trend of schools in North Dakota
to move to distance education; the
different time zones make the
coordination of distance education
cumbersome.

A recurrent theme in the comments
was that mountain time negatively
impacts health care for Mercer County
residents. A number of health care
providers submitted comments to the
docket addressing the operational issues
that arise from the time zone difference.
Some of the issues mentioned were that
communications with health care
facilities in Bismarck are more difficult
to schedule, that patients often miss
appointments because of the time
difference, and that it is confusing for
physicians in Bismarck to review charts
of patients seen in Mercer County
because they have to readjust the
timeframe to determine when events
occurred. The Medical Center noted that
it is difficult for their providers to
schedule follow-up appointments for
patients who are seen in the middle to
late afternoon at their clinics in Hazen,
because the clinics in Bismarck and
Minot are already closed.

A large number of individuals
described the inconvenience of making
and attending medical appointments in
central time. Many medical procedures
are only offered in the larger medical
facilities in Bismarck. These
appointments are usually scheduled
first thing in the morning. Thus, the
Mercer County residents have to leave
very early in the morning to get to
appointments in central time. The
Administrator of the Knife River Care
Center, a long-term care facility in
Beulah, wrote that they frequently
transport residents to medical
appointments in Bismarck. Having to
leave so early in the morning makes it
harder for the resident, the van driver,
and the staff. The belief that medical
care would be much more convenient if
Mercer County switched to central time
was mentioned numerous times in both

the public hearing comments and the
written comments.

Many people also described the strain
on family life that results from
constantly coping with two time zones.
They depicted households with two sets
of clocks set to different time zones to
accommodate the fact that the parents
work in central time while the children
attend school in mountain time. One
commenter illustrated how confusing it
is to make arrangements to see a high
school basketball game and have dinner
beforehand, when some of the family
works on central time and some on
mountain time. People wrote in to say
that they feel like they live in a
“peninsula” or “pocket” of mountain
time and that their lives would be
simpler if they lived in the same time
zone as surrounding counties, the
counties on three sides of Mercer
County being on central time.

Comments in Favor of Mountain Time

About 100 comments from
individuals and businesses in Mercer
County expressed support for mountain
time. Comments voiced at the public
hearing and also mentioned in the
written submissions conveyed concern
about children going to school in the
dark. A high school teacher explained
that she does not want to walk to school
in the dark.

Several individuals said they found
living and working in different time
zones to be very convenient. Some said
that they enjoy finishing work in central
time and still having time to shop in
Mercer County where the businesses are
still open. They can go to the drug store,
the post office, and the banks after work.
Other comments stated that a switch to
central time would harm local
businesses, because they would no
longer offer the convenience of being
open after the workers on central time,
particularly those who work at the
power plants, finish the workday.
Additional commenters said that
working on central time and having
their children go to school on mountain
time allows them to be home when their
children get out of school and to attend
school events without missing work.
Several people enjoy that the evening
TV news comes on earlier in mountain
time than in central time. Some of the
comments noted that Mercer County
had been on mountain time throughout
its history, and that the inconveniences
of living on a time zone border (e.g.,
having two sets of clocks in the house)
were things people were used to and
could easily live with.

Many comments asserted that
mountain time is much preferred by the
farmers and ranchers. Farmers were said

to enjoy the extra daylight in the
morning hours provided by mountain
time, because they can finish their
chores in time to attend evening events
or to order parts from suppliers.

Other Issues

Close to 50 written comments, most of
them anonymous, requested that the
matter be put to a vote, such as an
advisory referendum on the November
2010 ballot. As a Federal agency, DOT
has no authority to tell a county
whether or not to hold a referendum,
and it would be very inappropriate for
us to do so. In addition, even if Mercer
County were to hold a referendum on
the time zone issue, the outcome of the
vote would not necessarily be
determinative. Rather, the Department is
required to apply the statutory criteria
set forth in the Uniform Time Act.

Finally, several comments called for
an end to daylight saving time
observance in North Dakota. Under the
Uniform time Act, State governments
may decide to opt out of observing
daylight saving time for all of the
portion of a State in a given time zone.
This issue is therefore outside the scope
of this rulemaking. Those interested in
the daylight saving time issue should
explore the matter with their State
officials.

The Decision

After weighing all the material in the
record for this rulemaking, DOT has
decided to place all of Mercer County
on central time. We find that the
proposed change requested by the
County Commissioners suits “the
convenience of commerce.”

We believe that the change to central
time will benefit the community in a
variety of ways. Many individuals and
businesses in Mercer County look to
areas in the central time zone for
commercial, health care, and
transportation services. The change will
improve access to medical care by
making it easier to attend appointments
in Bismarck. It will also simplify travel
arrangements for those using the
Bismarck airport. Employees of the coal
or electric power industry in Mercer
County, as well as those commuting to
Bismarck-Mandan for work, will be on
the same schedule at home and at work.
The change should aid commerce by
placing suppliers and businesses on the
same schedule, thus eliminating the
shortened workday that has arisen for
many businesses in Mercer County. In
addition, school children will no longer
have to miss extra instructional time
when they participate in extracurricular
activities. Mercer County will now be in
the same time zone as its main
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television broadcasts and newspapers.
Finally, having Mercer County on
central time should alleviate much of
the confusion and scheduling
complexity that have become a part of
many residents’ daily lives.

We understand that there are a
number of individuals who are satisfied
with mountain time and that this
change will not be an easy transition for
them. However, the Department is
required to apply the statutory criteria
set forth in the Uniform Time Act, and
the reasons advanced by proponents of
mountain time were fewer and
considerably less strong, with respect to
the “convenience of commerce” criteria,
than those made by persons favoring the
change.

This decision will go into effect on
November 7, 2010, at the same time that
North Dakota changes from daylight
saving time to standard time. Because
the time zone change and the change
from daylight saving time to standard
time will coincide, Mercer County
residents and organizations will not
have to change their clocks this fall.

Regulatory Analyses and Notices

Executive Order 12866 and Regulatory
Flexibility Act

The Department has determined that
this action is not a significant regulatory
action for purposes of Executive Order
12866 or the Department’s regulatory
policies and procedures. The rule
primarily affects the convenience of
individuals in scheduling their
activities. It imposes no direct costs. Its
impact is localized in nature, affecting
only the residents of, and people who
do business in, a single county. We
expect the economic impact of this final
rule to be so minimal that full
Regulatory Evaluation under paragraph
10e of the regulatory policies and
procedures of DOT is unnecessary.
While some small entities (i.e., small
business or governmental entities in
Mercer County) will be affected by
setting their clocks differently than in
the past, the economic effects of doing
so would not be significant, and would
largely be economically favorable to
them. Therefore, the Department
certifies that the rule would not have a
significant economic impact on a
substantial number of small entities.

Federalism

This final rule has been analyzed in
accordance with the principles and
criteria contained in Executive Order
13132 (“Federalism”). This final rule
does not have a substantial direct effect
on, or sufficient federalism implications
for, the States, nor would it limit the

policymaking discretion of the States.
Therefore, the consultation
requirements of Executive Order 13132
do not apply.

Unfunded Mandates

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) and E.O.
12875, Enhancing the Intergovernmental
Partnership (58 FR 58093; October 28,
1993), govern the issuance of Federal
regulations that impose unfunded
mandates. An unfunded mandate is a
regulation that requires a State, local, or
Tribal government, or the private sector
to incur direct costs without the Federal
Government having first provided the
funds to pay those costs. This rule does
not impose an unfunded mandate.

Protection of Children

We have analyzed this rule under E.O.
13045, Protection of Children from
Environmental Health Risks and Safety
Risks. This rule is not an economically
significant rule and does not concern an
environmental risk to health or risk to
safety as defined by the Executive Order
that may disproportionately affect
children.

Environment

This rulemaking is not a major
Federal action significantly affecting the
quality of the human environment
under the National Environmental
Policy Act and, therefore, an
environmental impact statement is not
required.

Consultation With Indian Tribal
Governments

Executive Order 13175 (65 FR 67249,
November 6, 2000) requires DOT to
have an accountable process to ensure
“meaningful and timely input by Tribal
officials” in the development of rules
with Tribal implications. The Fort
Berthold Indian Reservation is located
in Mercer County. However, the
Reservation already observes central
time. This rule helps the Fort Berthold
Indian Reservation by placing the
surrounding areas in Mercer County in
the same time zone as the Reservation.
Furthermore, the representatives of the
Reservation did not comment on the
rule. This rule does not have substantial
direct effects on an Indian tribe, or 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.
Therefore, this rule does not have Tribal
implications and does not preempt
Tribal law.

Privacy Act

Anyone is able to search the
electronic form of all comments
received into any of our dockets by the
name of the individual submitting the
comment (or signing the comment, if
submitted on behalf of an association,
business, labor union, etc.). You may
review DOT’s complete Privacy Act
Statement in the Federal Register
published on April 11, 2000 (Volume
65, Number 70; Pages 19477-78) or you
may visit http://dms.dot.gov.

Paperwork Reduction Act

This rule does not create any
information collection requirements
covered by the Paperwork Reduction
Act.

List of Subjects in 49 CFR Part 71
Time zones.

Issued this 20th day of September, 2010, at
Washington, DC.
Ray LaHood,
Secretary of Transportation.

m For reasons discussed in the
preamble, the Office of the Secretary
amends Title 49 of the Code of Federal
Regulations, Part 71, as follows:

PART 71—STANDARD TIME ZONE
BOUNDARIES

m 1. The authority citation for 49 CFR
Part 71 continues to read as follows:

Authority: Secs. 1-4, 40 Stat. 450, as
amended; sec. 1, 41 Stat. 1446, as amended;
secs. 2—7, 80 Stat. 107, as amended; 100 Stat.
764; Act of Mar. 19, 1918, as amended by the
Uniform Time Act of 1966 and Pub. L.
97-449, 15 U.S.C. 260-267; Pub. L. 99-359;
Pub. L. 106-564, 15 U.S.C. 263, 114 Stat.
2811; 49 CFR 1.59(a), unless otherwise noted.

m 2. Revise § 71.7 (a) to read as follows:

§71.7 Boundary line between central and
mountain zones.

(a) Montana-North Dakota. Beginning
at the junction of the Montana-North
Dakota boundary with the boundary of
the United States and Canada southerly
along the Montana-North Dakota
boundary to the Missouri River; thence
southerly and easterly along the middle
of that river to the midpoint of the
confluence of the Missouri and
Yellowstone Rivers; thence southerly
and easterly along the middle of the
Yellowstone River to the north
boundary of T. 150 N., R. 104 W_; thence
east to the northwest corner of T. 150
N., R. 102 W.; thence south to the
southwest corner of T. 149 N., R. 102
W.; thence east to the northwest corner
of T. 148 N., R. 102 W.; thence south to
the northwest corner of 147 N., R. 102
W.; thence east to the southwest corner
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of T. 148 N., R. 101 W.; thence south to
the middle of the Little Missouri; thence
easterly and northerly along the middle
of that river to the midpoint of its
confluence with the Missouri River;
thence southerly and easterly along the
middle of the Missouri River to the
midpoint of its confluence with the
western land boundary of Mercer
County; thence south along the western
county line of Mercer County to the
southwest boundary; thence east and
south along the southwestern county
boundary of Morton County to the
intersection with the boundary with
Sioux County; thence west and south
along the northern boundary of Sioux
County to the center of State Highway
31; thence south along the center of
State Highway 31 to the State border
with South Dakota; thence east along
the southern boundary of Sioux County
in the middle of the Missouri River.

* * * * *

[FR Doc. 2010-24376 Filed 9-28—10; 8:45 am]
BILLING CODE 4910-9X-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 622
[Docket No. 040205043-4043-01]
RIN 0648-XY48

Fisheries of the Caribbean, Gulf of
Mexico, and South Atlantic; Snapper-
Grouper Fishery of the South Atlantic;
Closure of the 2010-2011 Commercial
Sector for Black Sea Bass in the South
Atlantic

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

ACTION: Temporary rule; closure.

SUMMARY: NMFS closes the commercial
sector for black sea bass in the exclusive
economic zone (EEZ) of the South
Atlantic. NMFS has determined that the
quota for the commercial sector for
black sea bass will have been reached by
October 7, 2010. This closure is
necessary to protect the black sea bass
resource.

DATES: Closure is effective 12:01 a.m.,
local time, October 7, 2010, through
12:01 a.m., local time, on June 1, 2011.
FOR FURTHER INFORMATION CONTACT:
Catherine Bruger, telephone 727-824—
5305, fax 727-824-5308, e-mail
Catherine.Bruger@noaa.gov.

SUPPLEMENTARY INFORMATION: The
snapper-grouper fishery of the South

Atlantic is managed under the Fishery
Management Plan for the Snapper-
Grouper Fishery of the South Atlantic
Region (FMP). The FMP was prepared
by the South Atlantic Fishery
Management Council and is
implemented under the authority of the
Magnuson-Stevens Fishery
Conservation and Management Act
(Magnuson-Stevens Act) by regulations
at 50 CFR part 622. Those regulations
set the commercial quota for black sea
bass in the South Atlantic at 309,000 lb
(140,160 kg) for the current fishing year,
June 1, 2010, through May 31, 2011, as
specified in 50 CFR 622.42(e)(5)(iii).

Black sea bass are managed
throughout their range. In the South
Atlantic EEZ, black sea bass are
managed by the Council from 35° 15.19’
N. lat., the latitude of Cape Hatteras
Light, North Carolina, south. From Cape
Hatteras Light, North Carolina, through
Maine, black sea bass are managed
jointly by the Mid-Atlantic Fishery
Management Council and the Atlantic
States Marine Fisheries Commission.
Therefore, the closure provisions
contained in this notice are applicable
to those vessels harvesting or possessing
black sea bass from Key West, Florida,
through Cape Hatteras Light, North
Carolina.

Under 50 CFR 622.43(a), NMFS is
required to close the commercial sector
for a species or species group when the
quota for that species or species group
is reached, or is projected to be reached,
by filing a notification to that effect with
the Office of the Federal Register. Based
on current statistics, NMFS has
determined that the available
commercial quota of 309,000 lb (140,160
kg) for black sea bass will be reached on
or before October 7, 2010. Accordingly,
NMFS is closing the commercial sector
for black sea bass in the South Atlantic
EEZ from 12:01 a.m., local time, on
October 7, 2010, through 12:01 a.m.,
local time, on June 1, 2011. The operator
of a vessel with a valid commercial
vessel permit for snapper-grouper
having black sea bass onboard must
have landed and bartered, traded, or
sold such black sea bass prior to 12:01
a.m., local time, October 7, 2010.

During the closure, the bag limit and
possession limits specified in 50 CFR
622.39(d)(1)(vii) and (d)(2), respectively,
apply to all harvest or possession of
black sea bass in or from the South
Atlantic EEZ, and the sale or purchase
of black sea bass taken from the EEZ is
prohibited. The prohibition on sale or
purchase does not apply to sale or
purchase of black sea bass that were
harvested, landed ashore, and sold prior
to 12:01 a.m., local time, October 7,
2010, and were held in cold storage by

a dealer or processor. For a person on
board a vessel for which a Federal
commercial or charter vessel/headboat
permit for the South Atlantic snapper-
grouper fishery has been issued, the sale
and purchase provisions of the
commercial closure for black sea bass
would apply regardless of whether the
fish are harvested in state or Federal
waters, as specified in 50 CFR
622.43(a)(5)(ii).

Classification

This action responds to the best
available information recently obtained
from the fishery. The Assistant
Administrator for Fisheries, NOAA
(AA), finds that the need to immediately
implement this action to close the
commercial sector to the harvest of
black sea bass constitutes good cause to
waive the requirements to provide prior
notice and opportunity for public
comment pursuant to the authority set
forth in 5 U.S.C. 553(b)(B), as such
procedures would be unnecessary and
contrary to the public interest. Such
procedures would be unnecessary
because the rule itself already has been
subject to notice and comment, and all
that remains is to notify the public of
the closure.

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 black sea bass
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
would 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 effectiveness of the
action under 5 U.S.C. 553(d)(3).

This action is taken under 50 CFR
622.43(a) and is exempt from review
under Executive Order 12866.

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

Dated: September 24, 2010.
Carrie Selberg,

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

[FR Doc. 2010-24450 Filed 9-24-10; 4:15 pm]
BILLING CODE 3510-22-S
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DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 622
[Docket No. 040205043-4043-01]
RIN 0648-XY47

Fisheries of the Caribbean, Gulf of
Mexico, and South Atlantic; Snapper-
Grouper Fishery of the South Atlantic;
Closure of the July-December 2010
Commercial Sector for Vermilion
Snapper in the South Atlantic

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

ACTION: Temporary rule; closure.

SUMMARY: NMFS closes the commercial
sector for vermilion snapper in the
exclusive economic zone (EEZ) of the
South Atlantic. NMFS has determined
that the quota for the commercial sector
for vermilion snapper will have been
reached by October 6, 2010. This
closure is necessary to protect the
vermilion snapper resource.

DATES: Closure is effective 12:01 a.m.,
local time, October 6, 2010, through
12:01 a.m., local time, on January 1,
2011.

FOR FURTHER INFORMATION CONTACT:
Catherine Bruger, telephone 727-824—
5305, fax 727-824-5308, e-mail
Catherine.Bruger@noaa.gov.

SUPPLEMENTARY INFORMATION: The
snapper-grouper fishery of the South
Atlantic is managed under the Fishery
Management Plan for the Snapper-
Grouper Fishery of the South Atlantic
Region (FMP). The FMP was prepared
by the South Atlantic Fishery
Management Council and is
implemented under the authority of the
Magnuson-Stevens Fishery
Conservation and Management Act
(Magnuson-Stevens Act) by regulations

at 50 CFR part 622. Those regulations
set the commercial quota for vermilion
snapper in the South Atlantic at 302,523
Ib (137,222 kg) for the current fishing
period, July 1 through December 31,
2010, as specified in 50 CFR
622.42(e)(4)(ii).

Under 50 CFR 622.43(a), NMFS is
required to close the commercial sector
for a species or species group when the
quota for that species or species group
is reached, or is projected to be reached,
by filing a notification to that effect with
the Office of the Federal Register. Based
on current statistics, NMFS has
determined that the available
commercial quota of 302,523 1b (137,222
kg) for vermilion snapper will be
reached on or before October 6, 2010.
Accordingly, NMFS is closing the
commercial sector for vermilion snapper
in the South Atlantic EEZ from 12:01
a.m., local time, on October 6, 2010,
through 12:01 a.m., local time, on
January 1, 2011. The operator of a vessel
with a valid commercial vessel permit
for snapper-grouper having vermilion
snapper onboard must have landed and
bartered, traded, or sold such vermilion
snapper prior to 12:01 a.m., local time,
October 6, 2010.

During the closure, the bag limit and
possession limits specified in 50 CFR
622.39(d)(1)(v) and (d)(2), respectively,
apply to all harvest or possession of
vermilion snapper in or from the South
Atlantic EEZ, and the sale or purchase
of vermilion snapper taken from the
EEZ is prohibited. The prohibition on
sale or purchase does not apply to sale
or purchase of vermilion snapper that
were harvested, landed ashore, and sold
prior to 12:01 a.m., local time, October
6, 2010, and were held in cold storage
by a dealer or processor. For a person
on board a vessel for which a Federal
commercial or charter vessel/headboat
permit for the South Atlantic snapper-
grouper fishery has been issued, the sale
and purchase provisions of the
commercial closure for vermilion
snapper would apply regardless of

whether the fish are harvested in state
or Federal waters, as specified in 50
CFR 622.43(a)(5)(ii).

Classification

This action responds to the best
available information recently obtained
from the fishery. The Assistant
Administrator for Fisheries, NOAA
(AA), finds that the need to immediately
implement this action to close the
commercial sector to the harvest of
vermilion snapper constitutes good
cause to waive the requirements to
provide prior notice and opportunity for
public comment pursuant to the
authority set forth in 5 U.S.C. 553(b)(B),
as such procedures would be
unnecessary and contrary to the public
interest. Such procedures would be
unnecessary because the rule itself
already has been subject to notice and
comment, and all that remains is to
notify the public of the closure.

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 vermilion
snapper 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 would 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 effectiveness of the
action under 5 U.S.C. 553(d)(3).

This action is taken under 50 CFR
622.43(a) and is exempt from review
under Executive Order 12866.

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

Dated: September 24, 2010.
Carrie Selberg,

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

[FR Doc. 2010-24454 Filed 9-24—10; 4:15 am]
BILLING CODE 3510-22-S
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DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2010-0859; Directorate
Identifier 2010-NM-113-AD]

RIN 2120-AA64

Airworthiness Directives; Airbus Model
A330-200 and —300 Series Airplanes
and Model A340-200, -300, —-500, and
—600 Series Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: We propose to adopt a new
airworthiness directive (AD) for the
products listed above. This proposed
AD results from mandatory continuing
airworthiness information (MCAI)
originated by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

* * * * *

* * * [Tlhere is a possible path for fluid
ingress, resulting in connector internal arcing
and hydraulic system malfunction. In
addition, as the connectors are located in
areas adjacent to fuel tanks, such arcing
associated with the presence of a fuel leakage
could lead to an uncontrolled fire.

* * * * *

The proposed AD would require
actions that are intended to address the
unsafe condition described in the MCAL

DATES: We must receive comments on
this proposed AD by November 15,
2010.

ADDRESSES: You may send comments by
any of the following methods:

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

e Fax:(202) 493—-2251.

e Mail: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room

W12-140, 1200 New Jersey Avenue, SE.,
Washington, DC 20590.

e Hand Delivery: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-40, 1200 New Jersey Avenue, SE.,
Washington, DC, between 9 a.m. and 5
p-m., Monday through Friday, except
Federal holidays.

For service information identified in
this proposed AD, contact Airbus SAS—
Airworthiness Office—EAL, 1 Rond
Point Maurice Bellonte, 31707 Blagnac
Cedex, France; telephone +33 5 61 93 36
96; fax +33 5 61 93 45 80; e-mail
airworthiness.A330-A340@airbus.com;
Internet http://www.airbus.com. You
may review copies of the referenced
service information at the FAA,
Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington.
For information on the availability of
this material at the FAA, call 425-227—
1221.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Operations office between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains this proposed AD, the
regulatory evaluation, any comments
received, and other information. The
street address for the Docket Operations
office (telephone (800) 647-5527) is in
the ADDRESSES section. Comments will
be available in the AD docket shortly
after receipt.

FOR FURTHER INFORMATION CONTACT:
Vladimir Ulyanov, Aerospace Engineer,
International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue, SW., Renton,
Washington 98057-3356; telephone
(425) 227-1138; fax (425) 227-1149.
SUPPLEMENTARY INFORMATION:

Comments Invited

We invite you to send any written
relevant data, views, or arguments about
this proposed AD. Send your comments
to an address listed under the
ADDRESSES section. Include “Docket No.
FAA-2010-0859; Directorate Identifier
2010-NM-113-AD” at the beginning of
your comments. We specifically invite
comments on the overall regulatory,
economic, environmental, and energy
aspects of this proposed AD. We will
consider all comments received by the

closing date and may amend this
proposed AD based on those comments.

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

Discussion

The European Aviation Safety Agency
(EASA), which is the Technical Agent
for the Member States of the European
Community, has issued EASA
Airworthiness Directive 2010—0086R1,
dated June 16, 2010 (referred to after
this as “the MCATI”), to correct an unsafe
condition for the specified products.
The MCAI states:

Several A330 and A340 operators have
reported in service occurrences of hydraulic
pump electrical motor connector internal
arcing, resulting in:

—Either false hydraulic system overheat
Electronic Centralized Aircraft Monitoring
(ECAM) warnings

—And/or hydraulic pump electrical motor
malfunction.

Investigations have shown that, due to the
manufacturing tolerances of the cables and
the connectors rear grommet, there is a
possible path for fluid ingress, resulting in
connector internal arcing and hydraulic
system malfunction. In addition, as the
connectors are located in areas adjacent to
fuel tanks, such arcing associated with the
presence of a fuel leakage could lead to an
uncontrolled fire.

In order to protect the hydraulic pump
electrical motor connectors against fluid
ingress from the rear of the connector
grommet and prevent false hydraulic system
overheat ECAM warnings and/or hydraulic
pump electrical motor malfunction, this AD
requires modification of the three hydraulic
pump electrical motor connectors associated
to the Blue, Yellow and Green hydraulic
systems.

This Revision 1 is issued to delete Airbus
modifications 55923518878 and
55924519452 from the applicability of this
AD.

The modification adds heat shrink
sleeves to certain cable contacts and a
sealing plug to the connector free cavity.
You may obtain further information by
examining the MCAI in the AD docket.

Relevant Service Information

Airbus has issued the service
information specified in the table.
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TABLE—APPLICABLE SERVICE INFORMATION

Airplane Model—

Airbus Mandatory Service Bulletin—

Revision— Dated—

A330-92-3088, including Appendix 01
A340-92-4081, including Appendix 01
A340-92-5053, including Appendix 01

01 | February 22, 2010.
01 | February 22, 2010.
01 | February 22, 2010.

The actions described in this service
information are intended to correct the
unsafe condition identified in the
MCAIL

FAA’s Determination and Requirements
of This Proposed AD

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

Differences Between This AD and the
MCALI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have proposed
different actions in this AD from those
in the MCAI in order to follow FAA
policies. Any such differences are
highlighted in a NOTE within the
proposed AD.

Costs of Compliance

Based on the service information, we
estimate that this proposed AD would
affect about 43 products of U.S. registry.
We also estimate that it would take
about 13 work-hours per product to
comply with the basic requirements of
this proposed AD. The average labor
rate is $85 per work-hour. Required
parts would cost about $877 per
product. Where the service information
lists required parts costs that are
covered under warranty, we have
assumed that there will be no charge for
these costs. As we do not control
warranty coverage for affected parties,
some parties may incur costs higher
than estimated here. Based on these

figures, we estimate the cost of the
proposed AD on U.S. operators to be
$85,226, or $1,982 per product.

Authority for This Rulemaking

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

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

Regulatory Findings

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

For the reasons discussed above, I
certify this proposed regulation:

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

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

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

We prepared a regulatory evaluation
of the estimated costs to comply with
this proposed AD and placed it in the
AD docket.

List of Subjects in 14 CFR Part 39

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

The Proposed Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

2. The FAA amends § 39.13 by adding
the following new AD:

Airbus: Docket No. FAA-2010-0859;
Directorate Identifier 2010-NM-113-AD.

Comments Due Date

(a) We must receive comments by
November 15, 2010.

Affected ADs

(b) None.
Applicability

(c) This AD applies to the airplanes
identified in paragraphs (c)(1) and (c)(2) of
this AD.

(1) Airbus Model A330-201, A330-202,
A330-203, A330-223, A330-243, A330-301,
A330-302, A330-303, A330-321, A330-322,
A330-323, A330-341, A330-342, and A330—
343 airplanes; certificated in any category; all
serial numbers; except those on which
Airbus modifications 58773 and 45968 have
been embodied in production.

(2) Airbus Model A340-211, A340-212,
A340-213, A340-311, A340-312, A340-313,
A340-541, and A340-642 airplanes;
certificated in any category; all serial
numbers; except those on which Airbus
modifications 58773 and 45968 have been
embodied in production.

Subject

(d) Air Transport Association (ATA) of
America Code 92.

Reason

(e) The mandatory continuing
airworthiness information (MCAI) states:
* * * * *

* * * [Tlhere is a possible path for fluid
ingress, resulting in connector internal arcing
and hydraulic system malfunction. In
addition, as the connectors are located in
areas adjacent to fuel tanks, such arcing
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associated with the presence of a fuel leakage
could lead to an uncontrolled fire.
* * * * *

Compliance

(f) You are responsible for having the
actions required by this AD performed within

the compliance times specified, unless the
actions have already been done.

Actions

(g) Within 3,600 flight hours after the
effective date of this AD, modify the
hydraulic pump electrical motor connectors

of the blue, yellow, and green electric pumps,
in accordance with the Accomplishment
Instructions of the applicable service
information specified in Table 1 of this AD.

TABLE 1—APPLICABLE SERVICE INFORMATION

Airplane Model— Airbus Mandatory Service Bulletin— Revision— Dated—
A330-92-3088 01 | February 22, 2010.
A340-92-4081 01 | February 22, 2010.
A340-92-5053 01 | February 22, 2010.

Credit for Actions Accomplished in
Accordance With Previous Issue of Service
Information

(h) Modifications accomplished before the
effective date of this AD in accordance with

the service information specified in Table 2
of this AD are considered acceptable for
compliance with the requirements of
paragraph (g) of this AD.

TABLE 2—CREDIT SERVICE INFORMATION

Airplane Model— Airbus Mandatory Service Bulletin— Revision— Dated—
AB30-92-3088 ......coiriiiiiieiieeiee e Original September 2, 2009.
A340-92-4081 .. Original ... September 2, 2009.
AB40-92-5053 ......oiiiiiiiiieiie s Original September 2, 2009.

FAA AD Differences

Note 1: This AD differs from the MCAI
and/or service information as follows: No
differences.

Other FAA AD Provisions

(i) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, International
Branch, Transport Airplane Directorate, FAA,
has the authority to approve AMOCs for this
AD, if requested using the procedures found
in 14 CFR 39.19. Send information to ATTN:
Vladimir Ulyanov, Aerospace Engineer,
International Branch, ANM-116, Transport
Airplane Directorate, FAA, 1601 Lind

TABLE 3—RELATED SERVICE INFORMATION

Avenue, SW., Renton, Washington 98057—
3356; telephone (425) 227-1138; fax (425)
227-1149. Before using any approved AMOC
on any airplane to which the AMOC applies,
notify your principal maintenance inspector
(PMI) or principal avionics inspector (PAI),
as appropriate, or lacking a principal
inspector, your local Flight Standards District
Office. The AMOC approval letter must
specifically reference this AD.

(2) Airworthy Product: For any requirement
in this AD to obtain corrective actions from
a manufacturer or other source, use these
actions if they are FAA-approved. Corrective
actions are considered FAA-approved if they
are approved by the State of Design Authority
(or their delegated agent). You are required

to assure the product is airworthy before it
is returned to service.

(3) Reporting Requirements: For any
reporting requirement in this AD, under the
provisions of the Paperwork Reduction Act
(44 U.S.C. 3501 etseq.), the Office of
Management and Budget (OMB) has
approved the information collection
requirements and has assigned OMB Control
Number 2120-0056.

Related Information

(j) Refer to MCAI EASA Airworthiness
Directive 2010-0086R1, dated June 16, 2010,
and the service information specified in
Table 3 of this AD, as applicable, for related
information.

Airplane Model—

Airbus Mandatory Service Bulletin—

Revision—

Dated—

A330-92-3088
A340-92-4081
A340-92-5053

February 22, 2010.
February 22, 2010.
February 22, 2010.
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Issued in Renton, Washington, on
September 21, 2010.

Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 2010-24238 Filed 9-28-10; 8:45 am|
BILLING CODE 4910-13-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[EPA-R03-OAR-2010-0594; FRL-9208-3]

Approval and Promulgation of Air
Quality Implementation Plans;
Maryland; Control of Volatile Organic
Compounds Emissions From Industrial
Solvent Cleaning Operations

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

SUMMARY: EPA proposes to approve the
State Implementation Plan (SIP)
revision submitted by the Maryland
Department of the Environment (MDE).
This SIP revision consists of an addition
to Maryland’s Volatile Organic
Compounds from Specific Processes
Regulation. Maryland has adopted
standards for industrial solvent cleaning
operations that satisfy the reasonably
available control techniques (RACT)
requirements for sources of volatile
organic compounds (VOCs) covered by
control techniques guidelines (CTG).
This amendment reduces VOC
emissions from industrial solvent
cleaning operations. In the Final Rules
section of this Federal Register, EPA is
approving the State’s SIP submittal as a
direct final rule without prior proposal
because the Agency views this as a
noncontroversial submittal and
anticipates no adverse comments. A
detailed rationale for the approval is set
forth in the direct final rule. If no
adverse comments are received in
response to this action, no further
activity is contemplated. If EPA receives
adverse comments, the direct final rule
will be withdrawn and all public
comments received will be addressed in
a subsequent final rule based on this
proposed rule. EPA will not institute a
second comment period. Any parties
interested in commenting on this action
should do so at this time.

DATES: Comments must be received in
writing by October 29, 2010.
ADDRESSES: Submit your comments,
identified by Docket ID Number EPA—
R03-0OAR-2010-0594 by one of the
following methods:

A. http://www.regulations.gov. Follow
the on-line instructions for submitting
comments.

B. E-mail: pino.maria@epa.gov.

C. Mail: EPA-R03-OAR-2010-0594,
Maria Pino, Acting Associate Director,
Office of Air Program Planning,
Mailcode 3AP30, U.S. Environmental
Protection Agency, Region III, 1650
Arch Street, Philadelphia, Pennsylvania
19103.

D. Hand Delivery: At the previously-
listed EPA Region IIIT address. Such
deliveries are only accepted during the
Docket’s normal hours of operation, and
special arrangements should be made
for deliveries of boxed information.

Instructions: Direct your comments to
Docket ID No. EPA-R03-OAR-2010—
0594. EPA’s policy is that all comments
received will be included in the public
docket without change, and may be
made available online at http://
www.regulations.gov, including any
personal information provided, unless
the comment includes information
claimed to be Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Do not submit information that you
consider to be GBI or otherwise
protected through http://
www.regulations.gov or e-mail. The
http://www.regulations.gov Web site is
an “anonymous access’’ system, which
means EPA will not know your identity
or contact information unless you
provide it in the body of your comment.
If you send an e-mail comment directly
to EPA without going through http://
www.regulations.gov, your e-mail
address will be automatically captured
and included as part of the comment
that is placed in the public docket and
made available on the Internet. If you
submit an electronic comment, EPA
recommends that you include your
name and other contact information in
the body of your comment and with any
disk or CD-ROM you submit. If EPA
cannot read your comment due to
technical difficulties and cannot contact
you for clarification, EPA may not be
able to consider your comment.
Electronic files should avoid the use of
special characters, any form of
encryption, and be free of any defects or
viruses.

Docket: All documents in the
electronic docket are listed in the
http://www.regulations.gov index.
Although listed in the index, some
information is not publicly available,
i.e., CBI or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.

Publicly available docket materials are
available either electronically in http://
www.regulations.gov or in hard copy
during normal business hours at the Air
Protection Division, U.S. Environmental
Protection Agency, Region III, 1650
Arch Street, Philadelphia, Pennsylvania
19103. Copies of the State submittal are
available at the Maryland Department of
the Environment, 1800 Washington
Boulevard, Suite 705, Baltimore,
Maryland 21230.
FOR FURTHER INFORMATION CONTACT:
Jacqueline Lewis, (215) 814-2037, or by
e-mail at lewis.jacqueline@epa.gov.
SUPPLEMENTARY INFORMATION: For
further information, please see the
information provided in the direct final
action, with the same title, “Approval
and Promulgation of Air Quality
Implementation Plans; Maryland;
Control of Volatile Organic Compound
Emissions from Industrial Solvent
Cleaning Operations,” that is located in
the “Rules and Regulations” section of
this Federal Register publication.

Dated: September 14, 2010.
W.C. Early,
Acting Regional Administrator, Region III.
[FR Doc. 2010-24422 Filed 9-28-10; 8:45 am]
BILLING CODE 6560-50-P

DEPARTMENT OF HOMELAND
SECURITY

Federal Emergency Management
Agency

44 CFR Part 67

[Docket ID FEMA-2010-0003; Internal
Agency Docket No. FEMA-B-1140]

Proposed Flood Elevation
Determinations

AGENCY: Federal Emergency
Management Agency, DHS.
ACTION: Proposed rule.

SUMMARY: Comments are requested on
the proposed Base (1% annual-chance)
Flood Elevations (BFEs) and proposed
BFE modifications for the communities
listed in the table below. The purpose
of this notice is to seek general
information and comment regarding the
proposed regulatory flood elevations for
the reach described by the downstream
and upstream locations in the table
below. The BFEs and modified BFEs are
a part of the floodplain management
measures that the community is
required either to adopt or to show
evidence of having in effect in order to
qualify or remain qualified for
participation in the National Flood
Insurance Program (NFIP). In addition,
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these elevations, once finalized, will be
used by insurance agents and others to
calculate appropriate flood insurance
premium rates for new buildings and
the contents in those buildings.

DATES: Comments are to be submitted
on or before December 28, 2010.

ADDRESSES: The corresponding
preliminary Flood Insurance Rate Map
(FIRM) for the proposed BFEs for each
community is available for inspection at
the community’s map repository. The
respective addresses are listed in the
table below.

You may submit comments, identified
by Docket No. FEMA-B-1140, to Roy E.
Wright, Deputy Director, Risk Analysis
Division, Federal Insurance and
Mitigation Administration, Federal
Emergency Management Agency, 500 C
Street, SW., Washington, DC 20472,
(202) 646-3461, or (e-mail)
roy.e.wright@dhs.gov.

FOR FURTHER INFORMATION CONTACT: Roy
E. Wright, Deputy Director, Risk
Analysis Division, Federal Insurance
and Mitigation Administration, Federal
Emergency Management Agency, 500 C
Street, SW., Washington, DC 20472,
(202) 646—3461, or (e-mail)
roy.e.wright@dhs.gov.

SUPPLEMENTARY INFORMATION: The
Federal Emergency Management Agency
(FEMA) proposes to make
determinations of BFEs and modified
BFEs for each community listed below,

in accordance with section 110 of the
Flood Disaster Protection Act of 1973,
42 U.S.C. 4104, and 44 CFR 67.4(a).

These proposed BFEs and modified
BFEs, together with the floodplain
management criteria required by 44 CFR
60.3, are the minimum that are required.
They should not be construed to mean
that the community must change any
existing ordinances that are more
stringent in their floodplain
management requirements. The
community may at any time enact
stricter requirements of its own or
pursuant to policies established by other
Federal, State, or regional entities.
These proposed elevations are used to
meet the floodplain management
requirements of the NFIP and also are
used to calculate the appropriate flood
insurance premium rates for new
buildings built after these elevations are
made final, and for the contents in those
buildings.

Comments on any aspect of the Flood
Insurance Study and FIRM, other than
the proposed BFEs, will be considered.
A letter acknowledging receipt of any
comments will not be sent.

National Environmental Policy Act.
This proposed rule is categorically
excluded from the requirements of 44
CFR part 10, Environmental
Consideration. An environmental
impact assessment has not been
prepared.

Regulatory Flexibility Act. As flood
elevation determinations are not within

the scope of the Regulatory Flexibility
Act, 5 U.S.C. 601-612, a regulatory
flexibility analysis is not required.

Executive Order 12866, Regulatory
Planning and Review. This proposed
rule is not a significant regulatory action
under the criteria of section 3(f) of
Executive Order 12866, as amended.

Executive Order 13132, Federalism.
This proposed rule involves no policies
that have federalism implications under
Executive Order 13132.

Executive Order 12988, Civil Justice
Reform. This proposed rule meets the
applicable standards of Executive Order
12988.

List of Subjects in 44 CFR Part 67

Administrative practice and
procedure, Flood insurance, Reporting
and recordkeeping requirements.

Accordingly, 44 CFR part 67 is
proposed to be amended as follows:

PART 67—[AMENDED]

1. The authority citation for part 67
continues to read as follows:

Authority: 42 U.S.C. 4001 et seq.;
Reorganization Plan No. 3 of 1978, 3 CFR,

1978 Comp., p. 329; E.O. 12127, 44 FR 19367,
3 CFR, 1979 Comp., p. 376.

§67.4 [Amended]

2. The tables published under the
authority of § 67.4 are proposed to be
amended as follows:

* Elevation in feet (NGVD)
+ Elevation in feet
(NAVD)
# Depth in feet
Flooding source(s) Location of referenced elevation above ground
A Elevation in meters
(MSL)
Effective Modified Communities affected
Vermilion County, lllinois, and Incorporated Areas
East Branch Lick Creek ........ Approximately 650 feet upstream of U.S. Route 136 .. None +613 | City of Danville, Unincor-
porated Areas of
Vermilion County.
Approximately 350 feet downstream of Lynch Road ... None +644
North Fork Vermilion River ... | Approximately 940 feet downstream of Williams None +543 | Unincorporated Areas of
Street/Hungry Hollow Road. Vermilion County.
Approximately 0.75 mile upstream of the water treat- None +549
ment plant dam.
Stoney Creek ......ccccovvvvvennenne Just upstream of Winter Avenue ............cccceeeiiinnen. None +612 | Unincorporated Areas of
Vermilion County
Approximately 0.5 mile upstream of Winter Avenue .... None +615
Vermilion River .........ccccceeeee. Approximately 0.75 mile downstream of I-74 .............. None +533 | Unincorporated Areas of
Vermilion County.
Approximately 0.85 mile upstream of the railroad None +542
crossing upstream of the confluence of North Fork
Vermilion River and parallel to H Avenue.

*National Geodetic Vertical Datum.
+North American Vertical Datum.

# Depth in feet above ground.

AMean Sea Level, rounded to the nearest 0.1 meter.
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* Elevation in feet (NGVD)
+ Elevation in feet
(NAVD)

# Depth in feet

Flooding source(s) Location of referenced elevation above ground
AElevation in meters

(MSL)

Effective Modified Communities affected

**BFEs to be changed include the listed downstream and upstream BFEs, and include BFEs located on the stream reach between the ref-
erenced locations above. Please refer to the revised Flood Insurance Rate.
Map located at the community map repository (see below) for exact locations of all BFEs to be changed.
Send comments to Roy E. Wright, Deputy Director, Risk Analysis Division, Federal Insurance and Mitigation Administration, Federal Emergency
Management Agency, 500 C Street, SW., Washington, DC 20472.
ADDRESSES
City of Danville
Maps are available for inspection at City Hall, 17 West Main Street, Danville, IL 61832.
Unincorporated Areas of Vermilion County
Maps are available for inspection at the Vermilion County Courthouse, 6 North Vermilion Street, Danville, IL 61832.

Pottawatomie County, Kansas, and Incorporated Areas

North Unnamed Tributary ..... Approximately 500 feet northeast of the intersection None #2 | City of Wamego, Unincor-
of U.S. Route 24 and Walsh Road. porated Areas of
Pottawatomie County.
Approximately 1.0 mile northeast of the intersection of None #2
U.S. Route 24 and Walsh Road.

*National Geodetic Vertical Datum.

+North American Vertical Datum.

# Depth in feet above ground.

AMean Sea Level, rounded to the nearest 0.1 meter.

**BFEs to be changed include the listed downstream and upstream BFEs, and include BFEs located on the stream reach between the ref-
erenced locations above. Please refer to the revised Flood Insurance Rate Map located at the community map repository (see below) for
exact locations of all BFEs to be changed.

Send comments to Roy E. Wright, Deputy Director, Risk Analysis Division, Federal Insurance and Mitigation Administration, Federal Emergency
Management Agency, 500 C Street, SW., Washington, DC 20472.

ADDRESSES
City of Wamego
Maps are available for inspection at City Hall, 430 Lincoln Avenue, Wamego, KS 66547.
Unincorporated Areas of Pottawatomie County
Maps are available for inspection at the Pottawatomie County Courthouse, 207 North 1st Street, Westmoreland, KS 66549.

Yellowstone River ................. Approximately 3.26 miles downstream of Northern None +4357 | City of Livingston, Unincor-
Pacific Railroad. porated Areas of Park
County.
Approximately 4.14 miles downstream of Tom Miner None +4953
Creek Road.
Yellowstone River East Approximately 0.76 mile downstream of 1-90 .............. None +4493 | City of Livingston, Unincor-
Branch. porated Areas of Park
County.
Approximately 0.94 mile upstream of I-90 ................. None +4519

*National Geodetic Vertical Datum.

+North American Vertical Datum.

# Depth in feet above ground.

AMean Sea Level, rounded to the nearest 0.1 meter.

**BFEs to be changed include the listed downstream and upstream BFEs, and include BFEs located on the stream reach between the ref-
erenced locations above. Please refer to the revised Flood Insurance Rate Map located at the community map repository (see below) for
exact locations of all BFEs to be changed.

Send comments to Roy E. Wright, Deputy Director, Risk Analysis Division, Federal Insurance and Mitigation Administration, Federal Emergency
Management Agency, 500 C Street, SW., Washington, DC 20472.

ADDRESSES
City of Livingston
Maps are available for inspection at 414 East Callender Street, Livingston, MT 59047.
Unincorporated Areas of Park County
Maps are available for inspection at 414 East Callender Street, Livingston, MT 59047.

Elk County, Pennsylvania (All Jurisdictions)

Alysworth Run ........cccocceenee. Approximately 1,192 feet upstream of West Main +1400 +1397 | Township of Ridgway.
Street.
Approximately 75 feet downstream of Grant Road ...... +1424 +1420
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Flooding source(s)

Location of referenced elevation

* Elevation in feet (NGVD)
+ Elevation in feet
(NAVD)

# Depth in feet
above ground
A Elevation in meters

(MSL)
Effective Modified Communities affected
Clarion River .......ccccccevenene Approximately 935 feet upstream of the confluence None +1374 | Township of Ridgway.
with Alysworth Run.
Approximately 1,193 feet downstream of Gillis Ave ... None +1374
Clarion River .......cccccoevenene Approximately 1,200 feet downstream of the con- None +1384 | Township of Ridgway.
fluence with Mason Creek.
Approximately 0.56 mile upstream of the confluence None +1387
with Mason Creek.
Elk Creek ...cccovoeveveiniiiieennn. Approximately 1.18 mile upstream of the confluence None +1408 | Township of Ridgway.
with Mohan Run.
Approximately 0.44 mile downstream of U.S. Route None +1414
219.
Elk Creek ....ccoovneeivviecnene. Approximately 1,867 feet downstream of the con- None +1473 | Township of Ridgway.
fluence with Elk Creek Tributary 1.
Approximately 1,885 feet upstream of the confluence None +1474
with Daguscahonda Run.
Little Toby Creek .......cccecuene Approximately 0.71 mile downstream of the bridge +1680 +1674 | Township of Fox.
over Coal Hollow Road.
Approximately 0.62 mile downstream of the bridge +1690 +1692
over Coal Hollow Road.

*National Geodetic Vertical Datum.
+North American Vertical Datum.

# Depth in feet above ground.

AMean Sea Level, rounded to the nearest 0.1 meter.
**BFEs to be changed include the listed downstream and upstream BFEs, and include BFEs located on the stream reach between the ref-
erenced locations above. Please refer to the revised Flood Insurance Rate Map located at the community map repository (see below) for
exact locations of all BFEs to be changed.

Send comments to Roy E. Wright, Deputy Director, Risk Analysis Division, Federal Insurance and Mitigation Administration, Federal Emergency
Management Agency, 500 C Street, SW., Washington, DC 20472.

Township of Fox

ADDRESSES

Maps are available for inspection at the Fox Township Municipal Building, 116 Irishtown Road, Kersey, PA 15846.

Township of Ridgway

Maps are available for inspection at the Township Municipal Building, 164 Ridgway Drive, Ridgway, PA 15853.

Armstrong CreekK ......c..ccccueee.

Bedford Branch .....................

Cottonwood Creek ................

East Fork to Soap Creek ......

Hollings Branch .....................

Joe Pool Lake .........ccccueeeee..

Newton Branch ...........ccc....

Approximately 100 feet downstream of Waterworks
Road.

Approximately 1,040 feet upstream of Waterworks
Road.

Approximately 0.5 mile downstream of Southern Pa-
cific Railroad.

Approximately 275 feet upstream of Southern Pacific
Railroad.

Approximately 0.74 mile upstream of Old Fort Worth
Road.

At the confluence with Newton Branch .
At the confluence with Soap Creek .........ccccoevveiinnenne.

Just upstream of Weatherford Road ...........ccceceeeenneeen.

Approximately 0.66 mile downstream of Magic Valley
Lane.

Approximately 725 feet downstream of Magic Valley
Lane.

Approximately 0.48 mile downstream of Southern Pa-
cific Railroad.

Approximately 0.37 mile upstream of FM 661 .............
At the confluence with Soap Creek .........cccooevcvevennenne.

Approximately 1,360 feet upstream of Kimble Road ...

None +740 | Unincorporated Areas of
Ellis County.

None +746

None +538 | City of Grand Prairie, Un-
incorporated Areas of
Ellis County.

None +567

None +574 | City of Grand Prairie, Un-
incorporated Areas of
Ellis County.

None +584

None +594 | City of Midlothian, Unincor-
porated Areas of Ellis
County.

None +616

None +641 | City of Cedar Hill.

None +659

None +538 | City of Grand Prairie, Un-
incorporated Areas of
Ellis County.

None +540

None +550 | City of Grand Prairie, City
of Midlothian, Unincor-
porated Areas of Ellis
County.

None +564
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* Elevation in feet (NGVD)
+ Elevation in feet
(NAVD)
# Depth in feet
Flooding source(s) Location of referenced elevation above ground
A Elevation in meters
(MSL)
Effective Modified Communities affected
Soap Creek .....ccceeeeenvreennenns At the confluence with Joe Pool Lake ...........ccceeveeneee. None +540 | City of Grand Prairie, City
of Midlothian, Unincor-
porated Areas of Ellis
County.
Approximately 0.26 mile downstream of U.S. Route None +598
67.
West Soap Creek ........ccc.c..... At the confluence with Soap Creek .........cccooeeveiennnee. None +581 | Unincorporated Areas of
Ellis County.
Approximately 0.5 mile upstream of Ray White Road None +601

*National Geodetic Vertical Datum.
+North American Vertical Datum.
# Depth in feet above ground.

AMean Sea Level, rounded to the nearest 0.1 meter.
**BFEs to be changed include the listed downstream and upstream BFEs, and include BFEs located on the stream reach between the ref-

erenced locations above. Please refer to the revised Flood Insurance Rate.
Map located at the community map repository (see below) for exact locations of all BFEs to be changed.

Send comments to Roy E. Wright, Deputy Director, Risk Analysis Division, Federal Insurance and Mitigation Administration, Federal Emergency
Management Agency, 500 C Street, SW., Washington, DC 20472.

City of Cedar Hill

ADDRESSES

Maps are available for inspection at City Hall, 502 Cedar Street, Cedar Hill, TX 75104.

City of Grand Prairie

Maps are available for inspection at City Hall, 317 College Street, Grand Prairie, TX 75053.

City of Midlothian

Maps are available for inspection at City Hall, 104 West Avenue East, Midlothian, TX 76065.

Unincorporated Areas of Ellis County

Maps are available for inspection at the Ellis County Courthouse, 101 West Main Street, Waxahachie, TX 75165.

(Catalog of Federal Domestic Assistance No.
97.022, “Flood Insurance.”)

Dated: September 17, 2010.
Sandra K. Knight,

Deputy Federal Insurance and Mitigation
Administrator, Mitigation, Department of
Homeland Security, Federal Emergency
Management Agency.

[FR Doc. 2010-24370 Filed 9-28-10; 8:45 am]
BILLING CODE 9110-12-P

DEPARTMENT OF TRANSPORTATION

Pipeline and Hazardous Materials
Safety Administration

49 CFR Parts 107, 171, 172,173, 174,
177,178, and 180

[Docket No. PHMSA-2009-0151 (HM—218F)]
RIN 2137-AE46

Hazardous Materials; Miscellaneous
Amendments

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

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: PHMSA proposes to make
miscellaneous amendments to the
Hazardous Materials Regulations to
update and clarify certain regulatory
requirements. Among other provisions,
PHMSA is proposing to add a labeling
exception for “consolidation bins” to
facilitate use of bins as a method of
consolidating packages for ease of
handling when transported by motor
vehicle and to clarify that the definition
of “person,” as that term is used in the
regulations, also includes persons who
manufacture, test, repair, and
recondition packaging. PHMSA also
proposes to provide an exception from
regulation for permeation devices
containing small amounts of hazardous
materials.

DATES: Comments must be received by
November 29, 2010.

ADDRESSES: You may submit comments
by any of the following methods:

o Federal Rulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.

e Fax:202—493-2251.

e Mail: Dockets Management System;
U.S. Department of Transportation,
Dockets Operations, M—30, Ground
Floor, Room W12-140, 1200 New Jersey

Avenue, SE., Washington, DC 20590—
0001.

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

Instructions: Include the agency name
and docket number PHMSA-2009-0151
(HM-218F) or RIN 2137—-AE46 for this
rulemaking at the beginning of your
comment. Note that all comments
received will be posted without change
to http://www.regulations.gov including
any personal information provided. If
sent by mail, comments must be
submitted in duplicate. Persons wishing
to receive confirmation of receipt of
their comments must include a self-
addressed stamped postcard.

Privacy Act: Anyone is able to search
the electronic form of any written
communications and comments
received into any of our dockets by the
name of the individual submitting the
document (or signing the document, if
submitted on behalf of an association,
business, labor union, etc.). You may
review DOT’s complete Privacy Act
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Statement in the Federal Register
published on April 11, 2000 (65 FR
19477), or you may visit http://
www.regulations.gov.

Docket: You may view the public
docket through the Internet at http://
www.regulations.gov or in person at the
Docket Operations office at the above
address (See ADDRESSES).

FOR FURTHER INFORMATION CONTACT:
Deborah L. Boothe, Office of Hazardous
Materials Standards, (202) 366—8553,
Pipeline and Hazardous Materials Safety
Administration, U.S. Department of
Transportation, 1200 New Jersey
Avenue, SE., Washington, DC 20590—
0001.

SUPPLEMENTARY INFORMATION:

I. Background

This NPRM is designed to update and
clarify existing requirements by
incorporating changes into the
Hazardous Materials Regulations (HMR;
49 CFR parts 171-180) based on
PHMSA’s own initiatives and petitions
for rulemaking submitted in accordance
with 49 CFR 106.95. To this end,
PHMSA is proposing to eliminate,
revise, clarify and relax certain
regulatory requirements.

In this NPRM, PHMSA is proposing
to:

e Update incorporations by reference
of industry consensus standards issued
by the Aluminum Association; the
American Society for Testing and
Materials; and the Institute of Makers of
Explosives (see §§173.63 and 177.835).

¢ Add arequirement for each
applicant to a special permit under
§§107.105, 107.107, and 107.109 to
identify their role as a shipper (offeror),
carrier, or both.

¢ Revise the definition of “person” to
include those who manufacture, test,
repair, and recondition packages (see
§171.8).

¢ Revise the Hazardous Materials
Table (HMT) to harmonize certain
entries with international standards (see
§172.101) by adding and revising
certain proper shipping names. Most
significantly, we are adding a new entry
“Formaldehyde solutions (with not less
than 10% and less than 25%
formaldehyde)” to clarify requirements
applicable to formaldehyde and
formalin with less than 10%
formaldehyde; revising the entry for
“Environmentally hazardous substances,
liquid, n.o.s.” to provide packaging
exceptions for certain materials that are
assigned to UN3082; and adding a new
special provision 176 to § 172.102 to
clarify the differences between Class 3
and Class 9 formaldehyde solutions.

e Add a new italicized entry to the
HMT for “Permeation devices”

referencing a new § 173.175 applicable
to permeation devices to provide an
exception for permeation devices
containing hazardous materials.
Permeation devices are used for
calibrating air quality monitoring
devices for consistency. This change
harmonizes the HMR with the current
exception in the international
regulations for these devices.

e Update and clarify hazard
communication requirements applicable
to Class 9 label specifications; placard
size; IBCs; and Division 6.2 labels.

o Authorize the use of an alternative
bend test for DOT 3AA and 3AAX steel
cylinders.

e Revise §178.71 to authorize the use
of either a proof pressure or volumetric
expansion test as described in the ISO
7866 and 9809 standards.

e Revise §171.14 transitional
provisions to remove expired
transitional provisions and incorporate
certain transitional provisions into the
specific sections of the HMR.

e Revise provisions in § 173.56(j) to
further clarify the use of the American
Pyrotechnics Association (APA)
standard for classifying and approving
fireworks.

e Revise §172.404 to provide a
labeling exception for consolidation
bins used to transport hazardous
materials by motor carrier.

e Revise §178.345.1 to allow vapors
to escape through a vent or drain.

e Revise §178.320 cargo tank wall
definition.

e Revise §178.347-1 to clarify that a
cargo tank motor vehicle with a
Maximum Allowable Working Pressure
(MAWP) greater than 35 psig or
designed to be loaded by vacuum must
be constructed and certified in
accordance with the ASME Code.

e Revise §178.347—4 to make a clear
distinction between “designed to be
loaded by vacuum” and “built to
withstand full vacuum.”

II. Proposals in This NPRM

A. Updated Incorporations by Reference

B. Definition of “Person”

C. Consolidation Bins

D. Transitional Provisions

E. Reporting Infectious Substances Incidents

F. Hazard Communication for IBCs

G. HMT Revisions

H. Hazard Communication

I. Exclusive Use Vehicles for Regulated
Medical Waste (RMW)

]. Fireworks

K. Explosives

L. Rail Transportation of Hazardous Materials

M. Rail Transloading Operations

N. Cylinders

O. Cargo Tanks

P. Permeation Devices

Q. Alcoholic Beverage Exception

R. Special Permits
S. Batteries Containing Sodium or Cells
Containing Sodium

A. Updated Incorporations by Reference

Section 171.7 lists the materials
incorporated by reference into the HMR.
In response to a petition for rulemaking
(P—1495), PHMSA reviewed the updated
American Society for Testing and
Materials Standard pertaining to the use
of an alternate bend test for DOT 3AA
and 3AAX cylinders in accordance with
(ASTM E290-97a (2004), “Standard Test
Methods for Bend Testing for Material
for Ductility”). PHMSA also reviewed
the updated Association of American
Railroads’ (AAR) pamphlet pertaining to
the Intermodal Loading of Products in
Closed Trailers and Containers (AAR
Pamphlet 6C); and the updated Institute
of Makers of Explosives’ Standard
pertaining to the Safe Transportation of
Detonators (IME SLP-22,
Recommendations for the Safe
Transportation of Detonators in a
Vehicle with Certain Other Explosive
Materials, dated February 2007).
PHMSA found no provisions that would
impose additional requirements or
would have an adverse impact on safety.
Therefore, in this NPRM, PHMSA is
proposing to update the materials
incorporated by reference to include the
most recent editions of these standards.

B. Definition of “Person”

Section 171.8 lists definitions for
commonly used terms in the HMR. The
current definition of “person” is
inconsistent with the definition in the
Federal hazardous materials
transportation law (Federal hazmat law;
49 U.S.C. 5101 et seq.) in that it does not
include persons who manufacture,
repair, or test packaging authorized for
the transportation of hazardous
materials. For consistency with the
statutory definition, we are proposing to
revise the definition of “person” in
§171.8 to include packaging
manufacturers as well as repairers and
testers of packaging used for the
transportation of hazardous materials.

C. Consolidation Bins

Consolidation bins are commonly
used by motor carriers to consolidate
and transport hazardous materials
packages. Consolidation bins are not
offered by a shipper, rather, they are
used by a motor carrier to consolidate,
secure against movement, and provide
additional protection for small
packages. Currently, under the
provisions of § 172.404(b), a
consolidation bin is an outside
container and must be labeled as
required for each of the hazardous
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materials it contains. The American
Trucking Associations (ATA) petitioned
PHMSA (petition number P-1545;
Docket Number PHMSA—-2009-0236) to
allow motor carriers to use
consolidation bins to transport packages
of hazardous materials without having
to affix labels to the consolidation bin
for each class of hazardous material
contained within the bin.

In its petition, ATA suggests that
using consolidation bins promotes
safety by reducing damage to packages
of hazardous materials, improves
regulatory compliance by ensuring that
packages are effectively blocked and
braced on a vehicle, improves
transportation efficiency by minimizing
handling of numerous small packages,
and allows packages moving to a
specific terminal to be grouped together
and to be transferred more efficiently
from one motor vehicle to another.
However, according to ATA, motor
carriers are foregoing the use of
consolidation bins because the dynamic
nature of motor carrier operations makes
the labeling and un-labeling of the bins
impracticable. ATA gives the following
reasons:

¢ Drivers would have to be trained on
when to affix and remove labels as
freight is picked up and dropped off.

¢ Each motor vehicle would have to
be equipped with multiple sets of all
labels, as drivers do not know the
hazard classes of freight they will pick
up prior to arriving at the consignor’s
facility.

e It is physically difficult to properly
affix labels on a reusable consolidation
bin in a manner that ensures they do not
come off while in transportation and
then remove those labels as packages
within the bins are delivered.

ATA states: “The use of unlabeled
consolidation bins will not compromise
the safe transportation of hazardous
materials. Hazardous materials
packaging loaded into the consolidation
bin will be marked, labeled, and
manifested on a hazardous material
shipping paper. While some of these
package labels may not be visible within
the consolidation bin, this situation is
identical to the current transportation of
packagings where labels may be
obscured by the position of the package
or its placement in the vehicle * * *.”
In its petition, ATA proposes a new
paragraph (c) to § 172.404 to allow a
motor carrier to use an unlabeled
consolidation bin for its own
convenience, to include trailer-on-
flatcar service, and proposes a specific
definition in § 171.8 for the term
“consolidation bin”.

In addition to the petition for
rulemaking by ATA, PHMSA issued

special permit, DOT-SP 14881,
authorizing the use of consolidation
bins without hazard warning labels on
the outside of the bins. This special
permit was issued on December 3, 2009
and has been routinely used with no
reported incidents. The special permit
requires that the consolidation bin be
marked with an indication of each
hazard class or division within it; that
the packages be secured within the bin
by other packages or other suitable
means to prevent shifting or significant
relative motion between the packages;
that the consolidation bins be otherwise
properly blocked and braced within the
transport vehicle; and that the packages
be loaded only by employees of the
motor carrier.

PHMSA agrees there are safety
benefits to using consolidation bins and
that it may be impractical for a motor
carrier to label and remove labels for
packages transported in consolidation
bins. Therefore, we are proposing to
allow an exception from labeling for
consolidation bins used for the
convenience of a motor carrier.
However, PHMSA is concerned that, in
the absence of any marking or label on
the consolidation bin, a person other
than the person who had placed
packages in the bin may have no
indication the bin contains a hazardous
material. To address this concern, and
consistent with the terms of the special
permit, we propose to require the bin to
be marked in a manner that indicates it
contains a hazardous material. We also
propose to incorporate several
provisions of the special permit,
including limiting the size of a
consolidation bin to less than 64 cubic
feet capacity, so as not to conflict with
hazard communication requirements for
freight containers. We also propose that
the consolidation bin must be reusable,
made of materials such as plastic, wood,
or metal. PHMSA is concerned that
consolidation bins made of cardboard
are not of sufficient strength to meet the
requirements in this proposal.
Accordingly, PHMSA is requesting
comments on the use of cardboard and
what standards should be established if
cardboard would be authorized for use,
i.e., thickness, wall type, burst strength,
etc.

We also propose that packages may
only be placed within the consolidation
bin and the bin be loaded on a motor
vehicle by an employee of a single
motor carrier. Additionally, we propose
that consolidation bins may only be
transported by a single motor carrier, or
on railcars transporting such vehicles.
We believe the proposed language in
§172.404(c) obviates the need for a

separate definition for “consolidation
bin” in §171.8.

In addition to the proposal to address
the ATA petition, we propose to revise
paragraph (b) of § 172.404, to clarify that
an outside container or overpack need
not be labeled, if labels on the packages
contained therein are visible, for
consistency with the overpack
provisions of § 173.25(a)(2).

D. Transitional Provisions

Section 171.14 provides transitional
provisions for recently adopted
regulatory changes. Most of the
provisions in this section are outdated.
Therefore, for better understanding of
the transitional provisions, we are
proposing to remove this section and
outdated provisions from the HMR and
add the remaining provisions to the
appropriate sections in the HMR to
which they apply, as follows:

e Shipping description sequence.
Section 171.14(e) permits the shipping
description sequences in effect on
December 31, 2006, to be used until
January 1, 2013. In this NPRM, PHMSA
proposes to relocate this transitional
provision to § 172.202(b).

e Division 5.2 labels and placards.
Section 171.14(f) authorizes the use of a
Division 5.2 label and a Division 5.2
placard that conform to the label and
placard specifications in effect on
December 31, 2006, until January 1,
2011, except for transportation by
highway. For transportation by
highway, a Division 5.2 placard
conforming to the specifications in
§ 172.552 of this subchapter in effect on
December 31, 2006 may be used until
January 1, 2014. In this NPRM, PHMSA
is proposing to relocate these
transitional provisions to §§172.427
and 172.552, respectively.

e Class 3 and Division 6.1 definitions.
Section 171.14(g) authorizes the use of
the Class 3 and Division 6.1
classification criteria and packing group
assignments in effect on December 31,
2006, until January 1, 2012. In this
NPRM, PHMSA proposes to relocate
these transitional provisions to
§§173.120 and 173.121 for Class 3
materials and to §§173.132 and 173.133
for Division 6.1 materials.

e Gasohol. The transitional provision
for gasohol in § 171.14(h) would be
relocated to a new Special Provision 178
to specify that effective October 1, 2010,
the proper shipping name “Ethanol and
gasoline mixture or ethanol and motor
spirit mixture or ethanol and petrol
mixture,” and the revised proper
shipping name “Gasohol gasoline mixed
with ethyl alcohol, with not more than
10% alcohol” must be used, as



60020

Federal Register/Vol. 75, No. 188/ Wednesday, September 29, 2010/ Proposed Rules

appropriate when describing gasoline
and ethanol mixtures.

E. Reporting Infectious Substances
Incidents

Section 171.15 establishes
requirements for immediate notice of
incidents involving certain hazardous
materials incidents. The Centers for
Disease Control and Prevention is no
longer accepting calls providing notice
of incidents involving an infectious
substance (etiologic agent). Therefore,
we are proposing to remove the
alternative to provide notice to the
Centers for Disease Control and
Prevention of incidents involving an
infectious substance (etiologic agent).
Specifically, we are proposing to
remove the following text from
paragraph (a) referencing the Centers for
Disease Control and Prevention which
states: “Notice involving an infectious
substance (etiologic agent) may be given
to the Director, Centers for Disease
Control and Prevention, U.S. Public
Health Service, Atlanta, GA, 800-232—
0124 (toll free), in place of notice to the
NRC.”

F. Hazard Communication for IBCs

Section 172.336 requires
identification numbers to be displayed
on either orange panels or a plain white
square-on-point display configuration
having the same outside dimensions as
a placard. Section 172.514 provides an
exception to placarding for IBCs which
authorizes IBCs to be labeled rather than
placarded. However, there is no
provision in the HMR that allows the
proper shipping name and UN number
to be displayed in lieu of displaying the
UN number on a placard, orange panel,
or white square-on-point configuration
[49 CFR 172.332(a)]. For international
transport in accordance with the IMDG
Code, IBCs are not required to display
a UN number on a placard or orange
panel. They are, however, required to be
marked and labeled as a package. To
comply with both the HMR
requirements and IMDG Code
provisions, some shippers are having
difficulty fitting all of the various
markings, labels, placards in a steel cage
IBC. These IBCs are constructed with a
metal plate and all of the required
markings, labels, placards do not fit in
the allowed space on the metal plate;
some must be affixed to the metal
boards with clips or other holding
devices which, although secured, run
the risk of becoming dislodged during
transportation. To meet all of the
necessary requirements, a shipper may
place all of the following items on the
IBC: A placard with the UN number; a
hazard label; the proper shipping name

and UN number; and the GHS product
labeling requirements. Shippers
generally do not use the UN number on
the orange panel because this
configuration is too large for the metal
plate.

For international harmonization, we
are proposing to revise § 172.336 by
adding a new paragraph (d) to indicate
that when a bulk packaging is labeled
instead of placarded in accordance with
§172.514(c), identification numbers
may be displayed in accordance with
§172.301(a)(1). Additionally, we are
proposing to revise § 172.514(c)(4) to
indicate that IBCs that are labeled on
two opposite sides rather than
placarded, are authorized to display the
proper shipping name and UN number
in lieu of displaying the UN number on
a placard, orange panel, or white square-
on-point configuration.

G. HMT Revisions

In this NPRM, PHMSA is proposing a
number of revisions to the Hazardous
Materials Table (HMT; § 172.101).
Proposed changes to the HMT will
appear under two sections of the Table,
“add,” and “revise.” Proposed
amendments to the HMT for the
purpose of harmonizing with
international standards include, but are
not limited to, the following:

e Section 172.101(c) provides
instruction on the use of the Column (2)
list of hazardous materials descriptions
and proper shipping names in the HMT.
Included in paragraph (c)(2) is
instruction on use of the word “or.” The
word “or” in italics indicates that there
is a choice of terms in the sequence that
may be used as the proper shipping
name or as part of the proper shipping
name. We are clarifying this provision
by proposing further instruction on the
use of the word “or.” For clarification,
we are proposing to include examples to
indicate that the term “or” authorizes the
use of either the first or the second term
in the description of the hazardous
materials in the proper shipping name.
For example, the entry “Carbon dioxide,
solid or Dry ice” means that either
“Carbon dioxide, solid” or “Dry ice” may
be used as the proper shipping name;
and, the entry “Articles, pressurized
pneumatic or hydraulic” means that
either “Articles, pressurized pneumatic”
or “Articles, pressurized hydraulic” may
be used as the proper shipping name.

e The entries for “Formaldehyde,
solutions” and “Formalin” are
sometimes used incorrectly. Formalin is
specifically defined as a 37% aqueous
solution of formaldehyde. A 10%
formalin solution and 10%
formaldehyde solution are not the same
materials for transport purposes. Many

diagnostic and biological samples are
transported by commercial aircraft in
formaldehyde solutions of various
concentrations. Some samples
transported in 10% or greater
formaldehyde solutions are incorrectly
shipped as unregulated materials. Other
samples transported in 3.7%
formaldehyde (10% formalin) solutions
are incorrectly shipped as fully
regulated hazardous materials. A
formaldehyde solution, with less than
25% but not less than 10%
formaldehyde is a Class 9 material. In
this NPRM, PHMSA is proposing to
include a new italicized entry in
Column (2) of the HMT for 10%—25%
formaldehyde solutions to enhance
understanding of the entries in the
HMT. This new entry will reference the
proper shipping names “Aviation
regulated liquid, n.o.s” and “Other
regulated substances, liquid, n.o.s.”

Formalin is an aqueous solution of
formaldehyde and methanol and is a
Class 3 flammable liquid material. The
entry “Formaldehyde solutions,
flammable, UN1198” is intended for use
as a hazardous materials description for
formalin. Note that the less common
“methanol-free” formalin is not a Class
3 material. Therefore, for further
clarification, we are also proposing to
revise the “Formaldehyde, solutions,
flammable entry by adding a new
special provision 176 to specify that the
entry is intended for use as proper
shipping name for formaldehyde
solutions containing methanol.

¢ In a final rule, under Docket HM-
2151, PHMSA revised the proper
shipping name for “Regulated medical
waste, n.o.s, UN3291” to include
“Clinical waste unspecified, n.o.s.” and
“(BIO) Medical waste, n.o.s.” under a
combined proper shipping name entry.
It has come to our attention that
combining all the proper shipping
names under the one entry makes it
difficult to know the other proper
shipping names exist. We are proposing
to give each proper shipping name its
own entry in the HMT with a cross
reference to the others.

¢ For the entry “Battery-powered
vehicle or Battery-powered equipment,
UN3171,” the stowage category “A”
entry in Column (10A) was
inadvertently omitted. We are proposing
to reinstate in Column (10A) of the HMT
stowage category “A”.

e A new italicized entry “Permeation
devices, containing dangerous goods, for
calibrating air quality monitoring
equipment” will be added referencing
§173.175 to indicate that permeation
devices that contain dangerous goods
and are used for calibrating air quality
monitoring devices are not subject to
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these requirements provided the
conditions are met. This proposed
revision was submitted to PHMSA as a
petition for rulemaking (P-1493) from
the URS Corp. requesting harmonization
with the international regulations on the
exception for permeation devices in
Special Provision A41 of the ICAO
Technical Instructions.

Section 172.102 lists a number of
special provisions applicable to the
transportation of specific hazardous
materials. Special provisions contain
packaging requirements, prohibitions,
and exceptions applicable to particular
quantities or forms of hazardous
materials. For consistency with
international regulations, we propose to
amend § 172.102, special provisions, as
follows:

e PHMSA is proposing to add a new
Special Provision 173 to provide a
specification package exception for
certain adhesives, printing inks,
printing ink-related materials, paints,
paint- related materials, and resin
solution which are assigned to
“Environmentally hazardous substances,
liquid, n.o.s., UN3082.” This is
consistent with an exception recently
adopted within the UN Model
Regulations on the Transport of
Dangerous Goods. The exception
adopted by the UN was an expansion of
the current packing provision PP1 of
Packing Instruction P001 of the UN
Model Regulations and provides that
metal or plastic packaging for
substances of Packing Groups II and III
in quantities of 5 liters or less per
packaging are not required to be packed
in specification packaging when
transported under specific conditions.
In the HM-215] final rule published
January 4, 2010 (75 FR 63), PHMSA
indicated that it was evaluating the
adoption of these provisions. PHMSA
has completed this review and is
proposing to adopt the provision on the
basis that environmentally hazardous
paints, adhesives, printing inks, etc.
pose a lesser degree of risk than
flammable and corrosive paints which
are already provided this exception in
the HMR.

H. Hazard Communication

Section 172.203(c) provides
additional shipping paper description
requirements. PHMSA received a
petition for rulemaking (P-1456) from
the AAR to suggest that a shipping
paper be required to include a notation
for shipments of non-odorized liquefied
petroleum gas (LPG). Most LPG
shipments contain an odorant. Thus, in
the event of an accident involving LPG,
emergency responders may assume that
no LPG is leaking if they cannot detect

an odor. To ensure that emergency
responders are made aware that a
shipment of LPG is not odorized,
PHMSA proposes to revise § 172.203(c)
to require a notation that the LPG
shipment does not contain an odorant.

Section 172.324 provides additional
marking requirements for hazardous
materials in non-bulk packaging. For
clarification purposes, in this NPRM,
PHMSA proposes to amend this section
to require a package containing a
limited quantity that also meets the
definition for a hazardous substance to
be marked with the name of the
hazardous substance on the package, in
parentheses, in association with the
proper shipping name or the
identification number, as applicable.

Section 172.336 requires
identification numbers to be displayed
on either orange panels or a plain white
square-on-point display configuration
on transport vehicles and freight
containers carrying hazardous materials.
In a petition for rulemaking (P-1392),
Vinings Industries, Inc., has noted that
given the size of bulk packaging covered
by the placard-to-label exception and
the fact that these packagings are
generally transported in closed vehicles,
the same logic used to justify a small
display of the hazard identity (e.g.,
labels instead of placards) would
support a small, more flexible, display
of the identification number. PHMSA
agrees that the petition has merit.
Therefore, in this NPRM, PHMSA
proposes to revise § 172.336 by adding
new paragraph (d) to allow the use of
smaller identification markings when a
bulk packaging is labeled instead of
placarded.

Section 172.432 describes the
Infectious Substance label size and color
and provides an illustration of how it
must appear. References to the Centers
for Disease Control (CDC) are no longer
required on this label. Therefore, we are
proposing to remove the text that refers
to the CDC on the label. (In U.S.A.
Notify Director—CDC, Atlanta, GA 1—
800-232-0124.) We are allowing three
years from the effective date of the final
rule to use up existing stocks.

Section 172.446 describes the Class 9
label specifications, including size,
color, and an illustration of how it must
appear. The Class 9 label specifications
illustrated in the HMR is different from
that in the United Nations (UN) and all
of the modal regulations in that it
features a thin, horizontal line running
across the label at its midpoint (just at
the bottom of the vertical black bars).
There is no similar line in the UN or
other international standards. Some
shipments are being delayed and
required to be relabeled by European

carriers due to this difference in the
Class 9 label specifications. In an effort
to avoid continued frustrated or delayed
shipments, in this NPRM, PHMSA
proposes to revise the Class 9 label
specifications by removing the
horizontal line running across the label
at its midpoint. We are allowing three
years from the effective date of the final
rule to use up existing stocks.

Section 172.519 establishes general
specifications for placards. Paragraph
(c)(1) states that each placard must
measure at least 273 mm (10.8 inches)
on each side and must have a solid line
inner border approximately 12.7 mm
(0.5 inches) from each edge. For
international harmonization, we are
proposing to authorize the use of
placards measuring from 250 mm (9.84
inches) on each side and having a solid
line inner border approximately 12.7
mm (0.5 inches) from each edge.

I. Exclusive Use Vehicles for Regulated
Medical Waste (RMW)

Section 173.134 establishes
definitions and exceptions for infectious
substances. Paragraph (c)(2) requires
RMW that contains Category B cultures
and stocks to be transported on a
vehicle “used exclusively” to transport
RMW. In a letter of interpretation issued
on March 19, 2007 (Ref. No. 07-0057),
PHMSA clarified that the exception in
§173.134(c)(2) applies to their shipping
scenario when transporting the various
types of medical waste as described
below. PHMSA is proposing to revise
§ 173.134(c)(2) to incorporate the
clarifications from the March 19, 2007
letter of interpretation. Specifically,
PHMSA is clarifying that the following
materials may be transported on a
vehicle used exclusively to transport
RMW: (1) Plant and animal waste
regulated by the Animal and Plant
Health Inspection Service (APHIS); (2)
waste pharmaceutical materials; (3)
laboratory and recyclable wastes; (4)
infectious substances that have been
treated to eliminate or neutralize
pathogens; (5) forensic materials being
transported for final destruction; (6)
rejected or recalled health care
products; and (7) documents intended
for destruction in accordance with
Health Insurance Portability and
Accountability Act of 1996 (HIPAA)
requirements.

J. Fireworks

Section 173.56 specifies the
requirements for classification and
approval of new explosives, including
fireworks in § 173.56(j). The section
incorporates by reference the APA
Standard 87-1 for classifying and
approving fireworks. The text of
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§ 173.56(j) permits the use of APA
Standard 87—-1 for determining
fireworks classification as Division 1.3
or 1.4 explosive materials. The APA
standard is also used to classify a
pyrotechnic device as 1.1G. Therefore,
we are proposing to delete the words
“Division 1.3 and 1.4” in the
introductory paragraph so that the
sentence reads, “Fireworks may be
classed and approved by the Associate
Administrator without prior
examination and offered for
transportation if the following
conditions are met:”

K. Explosives

Section 173.60 provides general
packaging requirements for shipping
Class 1 (explosive) materials. In a
petition for rulemaking (P-1527), Mr.
Alexander Fucito, the petitioner, asks
PHMSA to revise the HMR to allow
flexibility in testing and preparation of
unpackaged shipments consisting of
large and robust explosive articles. The
petitioner contends that the current
thermal stability and drop test
requirements provided by Test Series 4
of the UN Manual of Tests and Criteria
are unsafe and pose an unrealistic
burden for persons who transport these
articles. The petitioner asks PHMSA to
revise § 173.60(b) to allow large and
robust foreign munitions to be
transported in the original,
manufacturer provided, shipping
configuration.

Section 173.60(b)(14) contains the
same language as the footnote in
Packaging Instruction 130 for named UN
numbers in the UN Recommendations,
Paragraph 4.1.5.15. However, there is a
second paragraph to Paragraph 4.1.5.15
that has not yet been incorporated into
the HMR. That paragraph reads: “Where
such large explosive articles are as part
of their operational safety and
suitability tests are subjected to test
regimes that meet the intentions of these
Regulations and such tests have been
successfully undertaken, the competent
authority may approve such articles to
be transported under these Regulations.”
PHMSA is proposing to add modified
text of this paragraph from the 15th
Edition of the UN Recommendations to
§§173.60(b)(14) and 173.62(c) Packing
Instruction 130 in the Table of Packing
Methods to provide greater
harmonization and account for the
concerns expressed by Mr. Fucito in
Petition P-1527.

L. Rail Transportation of Hazardous
Materials

Sections 174.55(a); 174.101(0)(2)(3);

174.112(c)(3), and 174.115(b)(3)
establish general handling and loading

requirements for the transportation of
hazardous materials by rail. The Bureau
of Explosives (BOE), part of the AAR,
was founded in 1907 by the railroad
industry to serve as a self-policing
agency to promote the safe
transportation of explosives and other
hazardous materials. The BOE wrote
some of the first hazardous materials
regulations which were subsequently
adopted and expanded upon by the
Interstate Commerce Commission (ICC)
and later the U.S. Department of
Transportation. A number of BOE
publications are referenced in the HMR
for bulk and non-bulk shipments of
hazardous materials.

Several of the BOE publications focus
on the safe transportation of non-bulk
packages of hazardous materials in
trailer-on-flatcar service, including BOE
Pamphlet No. 6, Approved Methods for
Loading and Bracing Carload and Less
Than Carload Shipments of Explosives
and Other Hazardous Materials;
Pamphlet No. 6A, Approved Methods
for Loading and Bracing Carload
Shipments of Military Ammunition and
Explosives; and BOE Pamphlet 6C,
Approved Methods for Loading and
Bracing Trailers and Less-Than-Trailer
Shipments of Explosives and Other
Dangerous Articles Via Trailer-on-Flat-
car and Container-on-Flat-car.
Pamphlets 6 and 6A were last updated
in 1976.

With the increasing use of intermodal
methods as the preferred means of
shipping non-bulk packages of
hazardous materials, the AAR
subsequently issued the Intermodal
Loading Guide for Products in Closed
Trailers and Containers (Guide),
replacing BOE Pamphlet 6C, Pamphlet
No. 45, and Circular No. 43-C. This
Guide was issued in 1995. Despite the
industry change, BOE Pamphlets 6 and
6A remain in effect and are referenced
in the HMR.

The Intermodal Loading Guide for
Products in Closed Trailers and
Containers is intended to be a
comprehensive manual for loading
commodities in trailers and containers
for shipment by rail. Incorporated into
this Guide are AAR Circular 43-D,
Rules for Governing the Loading,
Blocking and Bracing of Freight in
Closed Trailers and Containers for
TOFC/COFC Service, the approved
loading and bracing information
contained in AAR Bureau of Explosives
Pamphlet 6C, and AAR Pamphlet No. 45
on general loading in closed trailers and
containers.

The “General Rules” as contained in
Circular 43-D are issued by the
Association of American Railroads, and
have been formulated for the purpose of

providing safe methods of loading in
closed trailers or containers. During
normal transportation, trailers and
containers may move in a backwards or
reverse direction for all or part of their
journey. Dynamic forces may shift an
unsecured load or cause lading to exert
excessive pressure against the front, rear
doors, or sides of the trailer or
container. Lading that is improperly
blocked and braced can shift and cause
the vehicle to lean on the flatcar. A
leaning vehicle can cause a sideswipe or
contribute to a derailment. The loading
methods, as described in the Guide, are
approved by the Damage Prevention and
Freight Claim Committee and are
minimum industry acceptance
standards that have been evaluated and
approved by the member railroad
carriers serving on the committee.

PHMSA is proposing to revise Part
174 to properly reflect the current Guide
by replacing references to Pamphlet 6C
in §§ 174.55(a); 174.101(0)(2)(3);
174.112(c)(3); and 174.115(b)(3). At each
of these section references, places where
Pamphlets 6 and 6C are referenced,
Pamphlet 6 will remain and Pamphlet
6C will be replaced by the Intermodal
Loading Guide for Products in Closed
Trailers and Containers.

M. Rail Transloading Operations

Section 174.67 provides general
requirements for rail tank car
transloading operations for hazardous
materials. In a petition for rulemaking
(P—1481), Musket Corporation requests
several revisions to this section.
Specifically, the petitioner asks for
clarification of manhole opening
requirements, suggesting that the
requirement for manhole covers to be
opened during transloading operations
conflicts with procedures to contain or
control vapors during transloading or
unloading operations where venting is
accomplished through vapor valves
rather than manhole openings.
Additionally, certain companies
pneumatically unload tank cars, and
this process cannot be accomplished
with the manhole cover open. In
addition, the petitioner notes that the
language requiring manhole covers to be
opened during this process conflicts
with regulations from other regulatory
bodies, such as the EPA National
Emission Standards for Hazardous Air
Pollutants for Source Categories,
Subpart PP. Finally, the petitioner
suggests that this requirement conflicts
with a number of air quality control
permits that restrict the amount of
emissions companies can vent into the
atmosphere.

PHMSA agrees that the petition has
merit. Therefore, in this NPRM, PHMSA
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proposes to revise § 174.67 to clarify
and further address closed systems in
transloading operations. PHMSA
proposes that for closed systems, before
a manhole cover or outlet valve cap is
removed from a tank car, the car must
be relieved of all interior pressure by
cooling the tank with water or by
venting the tank by raising the safety
valve or opening the dome vent at short
intervals. However, if venting to relieve
pressure will cause a dangerous amount
of vapor to collect outside the car,
venting and unloading must be deferred
until the pressure is reduced by
allowing the car to stand overnight,
otherwise cooling the contents, or allow
venting to a closed collection system.
These precautions are not necessary
when the car is equipped with a
manhole cover that hinges inward or
with an inner manhole cover that does
not have to be removed to unload the
car, and when pressure is relieved by
piping vapor into a condenser or storage
tank.

N. Cylinders

Section 173.302 provides the
requirements for filling cylinders with
non-liquefied (permanent) compressed
gases. Section 173.304 provides the
requirements for filling cylinders with
liquefied compressed gases. In a final
rule under Docket HM—-224B, PHMSA
added DOT 39 cylinders to the types of
cylinders authorized for the
transportation of compressed oxygen
and other oxidizing gases aboard aircraft
in §§173.302 and 173.304. It has come
to our attention that when we included
DOT 39 cylinders with the other types
of cylinders, we did not recognize that
DOT 39 cylinders have a different
pressure relief device (PRD) setting
tolerance than the other authorized
cylinders. Therefore, in this NPRM, we
are proposing to revise paragraph (f)(2)
of §173.302 and paragraph (f)(2) of
§ 173.304 to prescribe the PRD setting
tolerance for DOT 39 cylinders.

Section 178.35 contains general
requirements for specification cylinders.
Paragraphs (c)(4) and (g) require the
inspector to complete certain reports
containing the applicable information
listed in the Compressed Gas
Association publication, CGA C-11
“Recommended Practices for Inspection
of Compressed Gas Cylinders at Time of
Manufacture” and any additional
information or markings required by the
applicable specification. These
documents must be provided to the
cylinder manufacturer and, upon
request, to the purchaser. PHMSA
compliance inspections reveal
sometimes these reports are completed
several months after the cylinders are

sold. PHMSA is proposing to
consolidate the inspector’s reports
requirements into paragraph (c)(4). A
new paragraph (g) would be added to
clarify the cylinder manufacturer must
have all completed test and certification
reports available at or before the time of
delivering the cylinders to the
purchaser. In addition, the
manufacturer’s report retention
requirement in paragraph (h) would be
relocated to paragraph (g) and paragraph
(h) would be removed.

Section 178.37 sets forth
manufacturing specifications for DOT
3AA and 3AAX seamless steel
cylinders, in addition to requirements
set forth in § 173.35. Paragraphs (j) and
(1) specify the flatting test procedures
and rejection criteria respectively.
PHMSA received a petition (P-1513)
from Worthington Cylinders Corp.
requesting a revision to §178.37 to
authorize the use of an alternate bend
test conducted in accordance with the
procedures in ASTM E 290-97a (2004)
for DOT 3AA and 3AAX cylinders. The
petitioner states that the proposed bend
test demonstrates ductility of the
cylinder with the same accuracy as the
flattening test at a lower cost to cylinder
manufacturers. We agree with the
petitioner that the use of the bend test
is acceptable for cylinders. Therefore,
we are proposing to revise paragraphs (j)
and (1) in § 178.37 to authorize the use
of the bend test.

Section 178.71 contains design and
manufacturing specifications for UN
pressure receptacles, including the
specification marking requirements.
PHMSA is proposing to relax the
requirements in paragraph (0)(6) of the
HMR to allow the use of a proof
pressure test. The ISO 7866 and 9809
standards permit either the proof
pressure test or volumetric expansion
test to be used. The volumetric
expansion test measures the cylinder’s
elastic expansion and assures the
cylinder received a proper heat
treatment. However, the ISO standards
also require each cylinder be subjected
to a hardness test and a comprehensive
shear wave ultrasonic examination (UE).
PHMSA believes the combination of the
proof pressure test, hardness test, and
UE should provide adequate assurance
that each cylinder received a proper
heat treatment. In addition, PHMSA is
revising paragraph (c)(1) to include the
proof pressure test.

O. Cargo Tanks

Section 178.345-1(i)(2) establishes
general design and construction
requirements for DOT 406 (§ 178.346),
DOT 407 (§178.347), and DOT 412
(§178.348) cargo tank motor vehicles.

Previous interpretations of this section
indicate that a vent must be located as
close to the top centerline of the tank as
practicable and the drain as close to the
bottom centerline of the tank as
practicable. Through discussions with
industry and enforcement personnel, we
have determined that requiring an
opening on top of a cargo tank to vent
vapors that accumulate in the void
space may not be the best practice. In
many instances, such as with gasoline,
the vapors are heavier than air and it is
not necessary to require cargo tanks to
be vented to the atmosphere through a
vent located near the top centerline.
Vapors heavier than air escape through
the drain opening. In addition, venting
voids through the top of a cargo tank
may cause premature corrosion of the
void space as a result of water
penetration. Allowing the vent to be
plugged will also make it easier to
identify when there is actually a leak in
the bulkhead. Hazardous materials
leaking from the drain will cause an
obvious stain/dirt buildup that, with the
top vent plugged, cannot be a result of
water draining from the top vent and
must be a leaking bulkhead.

To address this problem, in this
NPRM, PHMSA proposes to revise
§ 178.345—1 to clearly indicate that any
void area within the connecting
structure of a cargo tank between double
bulk heads must be vented to the
atmosphere through the required drain
or through a separate vent. The
proposed revision will ensure that void
spaces in the connecting structure of
DOT 406, 407, and 412 cargo tank motor
vehicles are properly vented to allow for
the escape of product vapors. This
change also promotes the longevity of
the tanks by clarifying that it is not
necessary to place a vent in the top of
a void space where rain water can easily
infiltrate the void space and cause
corrosion if the product vapors are
heavier than air and will vent through
the drain. This clarification ensures that
the vent is located in the most
appropriate location for the material
being transported. However, we urge
manufacturers to continue allowing for
access to the void space through the top
of the tank. In addition, we suggest the
continued placement of inspection
openings of sufficient size and number
to permit proper visual internal
inspection of the connecting structure.

Section 178.320 includes a definition
for “cargo tank wall”—the cargo tank
wall includes those parts of the cargo
tank that make up the primary lading
retention structure, including shell,
bulkheads, and fittings and, when
closed, yield the minimum volume of
the cargo tank assembly. Confusion has
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resulted from the use of “cargo tank
assembly” in the definition. The term
“cargo tank assembly” as used in that
definition, is simply referring to the
completed cargo tank motor vehicle.
Since “cargo tank assembly” is
synonymous with “cargo tank motor
vehicle,” a term that is defined in

§ 178.320, we are proposing to replace
the term “cargo tank assembly” with
“completed cargo tank motor vehicle.”

Section 178.347-1(c) requires a cargo
tank with a MAWP greater than 35 psig
and each tank designed to be loaded by
vacuum to be constructed and certified
in accordance with the ASME Code. The
wording used for this requirement has
resulted in some confusion. Generally,
the “and” would mean that a tank would
need to be both designed to be loaded
by vacuum and have a MAWP greater
than 35 psig to be subject to the
construction and certification
requirements of the ASME Code. This is
not the intent of the current
requirement. Therefore, we are
proposing to clarify the requirement to
clearly state that a cargo tank motor
vehicle with a MAWP greater than 35
psig or designed to be loaded by
vacuum must be constructed and
certified in accordance with the ASME
Code, in line with our original intent.

The introductory text to § 178.347—
1(d) requires tanks with a MAWP of 35
psig or less to be constructed in
accordance with the ASME Code. We
are clarifying this requirement to
indicate, in line with §178.347-1(b),
cargo tanks that are designed to
withstand full vacuum but have a
MAWP of 35 psig or less and are not
designed to be loaded by vacuum are
only required to be constructed in
accordance with the ASME Code. They
do not require certification under the
ASME Code.

Section 178.347—4(b) states that
vacuum relief devices are not required
for cargo tanks designed to be loaded by
vacuum or built to withstand full
vacuum. We are revising this section to
make a clear distinction between the
phrase “designed to be loaded by
vacuum” and “built to withstand full
vacuum.” If a cargo tank manufacturer
designs a cargo tank “to withstand full
vacuum” it is only required to be
constructed in accordance with the
ASME Code, not certified. However, a
cargo tank that is loaded by vacuum is
required to be constructed and certified
in accordance with the ASME Code. The
intent of the final user of the equipment
will determine whether a tank will be
vacuum loaded and required to be a
certified (“U” stamped) vessel. A
manufacturer may design a tank to
withstand full vacuum to ensure that it

is sufficiently robust to endure the
stresses associated with transportation
of hazardous materials, including
changes in product temperatures and
the vacuum created during unloading.
Designing a tank to withstand full
vacuum does not mean that the tank is
actually equipped to or used in vacuum
service.

Section 180.417(b)(1)(v) requires the
minimum thickness of the cargo tank
shell and heads to be noted on
inspection and test reports when the
cargo tank is thickness tested in
accordance with §180.407(d)(4),
§180.407(e)(3), § 180.407(£)(3), or
§180.407(i). It has come to our attention
that the reference to § 180.407(d)(4),
which addresses thickness testing of
ring stiffeners or other appurtenances, is
incorrect. After reviewing the final rule
to Docket HM—-213 (68 FR 19257; April
18, 2003) and the response to appeals
(68 FR 52363; September 3, 2003), the
rules that established current paragraph
(b)(1), it is apparent that the correct
reference for this section should be
§180.407(d)(5), which refers to
thickness testing of corroded or abraded
areas of the cargo tank wall. Therefore,
we are proposing to remove the
reference to § 180.407(d)(4) in
§180.417(b)(1)(v) and replace it with the
reference to § 180.407(d)(5).

P. Permeation Devices

Permeation devices are used to
calibrate air quality monitoring
equipment. These devices may contain
extremely small quantities of hazardous
materials and are subject to Special
Provision A41 when transported by air
under the International Civil Aviation
Organization’s Technical Instructions
for the Safe Transport of Dangerous
Goods by Air (ICAO TI). Special
Provision A41 authorizes the
transportation of permeation devices on
aircraft provided stringent safety
requirements are met. International
shippers of these devices are able to take
advantage of this special provision.
However, no similar provision exists in
the HMR. Therefore, in response to a
petition (P-1493) from the URS
Corporation, and to facilitate domestic
and international transportation, we are
proposing to add a new § 173.175 on
Permeation devices in Part 173 that will
authorize the transportation of
permeation devices by aircraft in the
same manner as is provided in Special
Provision A41 of the ICAO TI.

Q. Alcoholic Beverage Exception

Section 173.150 provides for
exceptions from regulation for Class 3
flammable liquid material. Specifically,
§173.150(d) provides exceptions for

alcoholic beverages. An alcoholic
beverage (as defined in 27 CFR 4.10 and
5.11) meeting one of three conditions
outlined in § 173.150(d) is not subject to
the requirements of the HMR for a Class
3 flammable liquid material. One of the
conditions provides that the alcoholic
beverage must be in an inner packaging
of 5 L (1.3 gallons) or less, and for
transportation on passenger aircraft,
must conform to § 175.10(a)(4) of the
HMR as checked or carry-on baggage
(see §173.150(d)(2)). This provision for
transportation by passenger aircraft was
added in a final rule published on June
21, 2001 (HM-215D; 66 FR 33316) to
clarify that alcoholic beverages carried
by passengers or crewmembers must
conform to the air passenger and
crewmember exception provided in
§175.10(a)(4). In the final rule, we
stated:

We are revising [§ 173.150(d)] by clarifying
that alcoholic beverages containing over 24%
alcohol by volume are not excepted from
regulation when transported by a passenger
or crewmember on passenger-carrying
aircraft except as provided in [§ 175.10(a)(4)].

This provision for transportation by
passenger aircraft was not intended to
restrict cargo transport of an alcoholic
beverage in the same manner as when
carried by passengers or crewmembers.
Therefore, in this NPRM, PHMSA is
proposing to clarify § 173.150(d)(2) by
specifying that the condition for
transportation on passenger aircraft
applies to an alcoholic beverage carried
by passengers or crewmembers and that
an alcoholic beverage (of an
concentration of alcohol by volume) in
an inner packaging of 5 L (1.3 gallons)
or less transported as cargo on a cargo
aircraft or a passenger aircraft is not
subject to the requirements of the HMR.

R. Special Permits

Special Permit Application

Procedures for applying for special
permits are established in 49 CFR part
107.

In a notice of proposed rulemaking
under HM-233B (75 FR 43230; July 23,
2010), PHMSA proposed to incorporate
new requirements for application of a
new special permit, party status to a
special permit and renewal of a special
permit issued by PHMSA under 49 CFR
part 107, subpart B (§§107.101 to
107.127). A special permit sets forth
alternative requirements—or a
variance—to the requirements in the
HMR in a way that achieves a level of
safety at least equal to the level of safety
required under the regulations or that is
consistent with the public interest.
Congress expressly authorized DOT to
issue these variances in the Hazardous
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Materials Transportation Act of 1975. In
this notice, we are proposing to
incorporate an additional requirement
for each applicant to identify whether
they are acting as a shipper or a carrier
under §§107.105, 107.107 and 107.109.
PHMSA conducts a fitness review of
each company requesting action on a
special permit including applications
for a new special permit. Current
criteria from the Federal Motor Carrier
Safety Administration (FMCSA) require
a Satisfactory rating based on a
Compliance Review (with a few
exceptions). FMCSA conducts a review
of any motor carrier that does not meet
their criteria. Their criteria does not,
however, apply to a company that ships
(offers) hazardous materials under the
terms of a special permit and does not
perform any carrier function. The ability
of PHMSA to identify a company as a
shipper (offeror), a carrier, or both will
facilitate the fitness review process.
Therefore, we are proposing to add a
requirement for each applicant to
identify their transport function under
§§107.105, 107.107, and 107.109.

Lab Packs

In a final rule under docket HM-233A
(75 FR 20275; May 14, 2010), PHMSA
adopted amendments to eliminate the
need for DOT-SP 13192. This special
permit authorized certain hazardous
materials packaged in lab packs
conforming to § 173.12(b) to be excepted
from segregation requirements in parts
174, 176, and 177 of the HMR provided
the materials conform to the segregation
requirements in § 173.12(e). We first
issued DOT-SP 13192 in 2001 to
consolidate earlier special permits that
allowed different combinations of
incompatible materials, including waste
materials, to be transported together on
the same transport vehicle and it has
proven to be a safe method of
transportation. In the final rule, we
inadvertently left out a proposal to
except lab packs from the requirement
in §172.203(1)(2) of the HMR which
requires the minimum flashpoint if it is
60 °C (140 °F) or below (in °C closed
cup (c.c.)) in association with the basic
description when transported by water.
This requirement may be overly
restrictive for a lab pack which may
contain a number of hazardous
materials with different flashpoints.
Instead, for those materials with a
flashpoint of 61 °C or less, DOT-SP
13192 authorized the identification of
the lowest flashpoint for all hazardous
materials in the lab pack as a range of
less than 23 °C or 23 °C to 61 °C. In this
NPRM, we propose to incorporate this
exception for lab packs transported by

cargo vessel thus eliminating the need
for DOT-SP 13192.

In this same final rule, PHMSA
adopted exceptions from segregation for
certain waste hazardous materials in lab
packs and non-bulk packagings
consistent with the provisions of DOT—
SP 13192. These exceptions are
referenced in the segregation
requirements for public highway
transport in § 177.848(c). In making the
conforming amendment to § 177.848(c),
we inadvertently prohibited all
cyanides, cyanide mixtures and
solutions from being stored, loaded and
transported with acids. The prohibition
applies only to those cyanides, cyanide
mixtures and solutions that would
generate hydrogen cyanide when mixed
with acids. Therefore, we are proposing
to correct this section by clarifying the
segregation conditions.

S. Batteries Containing Sodium or Cells
Containing Sodium

The HMR currently authorize the
transport of sodium cells and batteries
under the descriptions “Batteries
containing sodium” or “Cells containing
sodium” (UN3292). Section 173.189
limits the types of hazardous materials
which may be contained in such
batteries to sodium, sulfur and
polysulfides. Over time, other sodium
battery chemistries have emerged and
become more widely used and
commonly transported. For example,
some batteries with sodium metal
chloride chemistries use sodium
tetrachloroaluminate as a secondary
electrolyte. In this NPRM, PHMSA is
proposing to expand the list of
authorized chemistries to include all
sodium compounds provided they meet
the criteria specified in § 173.189. This
amendment, if adopted, will align the
HMR with the 17th Edition of the UN
Model Regulations effective January 1,
2013.

III. Regulatory Analyses and Notices

A. Statutory/Legal Authority for This
Rulemaking

This NPRM is published under
authority of Federal hazardous materials
transportation law (Federal hazmat law;
49 U.S.C. 5101 et seq.). Section 5103(b)
of Federal hazmat law authorizes the
Secretary of Transportation to prescribe
regulations for the safe transportation,
including security, of hazardous
materials in intrastate, interstate, and
foreign commerce.

B. Executive Order 12866 and DOT
Regulatory Policies and Procedures

This proposed rule is not considered
a significant regulatory action under

section 3(f) Executive Order 12866 and,
therefore, was not reviewed by the
Office of Management and Budget
(OMB). The proposed rule is not
considered a significant rule under the
Regulatory Policies and Procedures
order issued by the U.S. Department of
Transportation (44 FR 11034).

In this notice, we propose to amend
miscellaneous provisions in the HMR to
clarify the provisions and to relax overly
burdensome requirements. We are also
responding to requests from industry
associations to update and add
references to standards that are
incorporated in the HMR. PHMSA
anticipates the proposals contained in
this rule will have economic benefits to
the regulated community. This NPRM is
designed to increase the clarity of the
HMR, thereby increasing voluntary
compliance while reducing compliance
costs. This NPRM also proposes to
update a number of incorporations by
reference to permit the industry to
utilize the most recent versions of
industry consensus standards.
Incorporation of material by reference
reduces the regulatory burden on
persons who offer hazardous material
for transportation and persons who
transport hazardous materials in
commerce. Industry standards
developed and adopted by consensus
are accepted and followed by the
industry; thus, their inclusion in the
HMR assures that the industry is not
forced to comply with a different set of
standards to accomplish the same safety
goal.

Further, the addition of an exception
for permeation devices containing
hazardous materials used for calibrating
air quality monitoring devices for
consistency with the current exception
in the international regulations for these
devices, as well as adding a new
italicized entry to the HMT for
“Permeation devices” referencing
§173.175, will result in reduced
compliance costs by reducing regulatory
compliance. This exception will also
promote international harmonization.
The proposal to provide an exception to
labeling for consolidation bins used to
transport hazardous materials by motor
carrier will reduce compliance costs.

Additionally, this NPRM proposes to
add a new Special Provision 173 to
provide a specification package
exception for certain adhesives, printing
inks, printing ink-related materials,
paints, paint-related materials and resin
solution assigned to “Environmentally
hazardous substances, liquid, n.o.s., UN
3082.” Overall, the proposals in this
NPRM should reduce regulatory
burdens on the regulated community
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while increasing flexibility and
transportation options.

C. Executive Order 13132

This proposed rule was analyzed in
accordance with the principles and
criteria contained in Executive Order
13132 (“Federalism”). This proposed
rule would preempt state, local and
Indian tribe requirements but does not
propose any regulation that has
substantial direct effects on the states,
the relationship between the national
government and the states, or the
distribution of power and
responsibilities among the various
levels of government. Therefore, the
consultation and funding requirements
of Executive Order 13132 do not apply.

The federal hazardous material
transportation law, 49 U.S.C. 5125(b)(1),
contains an express preemption
provision (49 U.S.C. 5125(b))
preempting state, local, and Indian tribe
requirements on certain covered
subjects. Covered subjects are:

(i) The designation, description, and
classification of hazardous materials;

(ii) The packing, repacking, handling,
labeling, marking, and placarding of
hazardous materials;

(iii) The preparation, execution, and
use of shipping documents related to
hazardous materials and requirements
related to the number, content, and
placement of those documents;

(iv) The written notification,
recording, and reporting of the
unintentional release in transportation
of hazardous materials; or

(v) The design, manufacture,
fabrication, marking, maintenance,
reconditioning, repair, or testing of a
packaging or container which is
represented, marked, certified, or sold
as qualified for use in the transport of
hazardous materials.

This proposed rule concerns the
classification, packaging, marking,
labeling, and handling of hazardous

materials, among other covered subjects.

If adopted, this rule would preempt any
state, local, or Indian tribe requirements
concerning these subjects unless the
non-Federal requirements are
“substantively the same” (see 49 CFR
107.202(d) as the Federal requirements.)
Federal hazardous materials
transportation law provides at 49 U.S.C.
5125(b)(2) that if PHMSA issues a
regulation concerning any of the
covered subjects, PHMSA must
determine and publish in the Federal
Register the effective date of Federal
preemption. That effective date may not
be earlier than the 90th day following
the date of issuance of the final rule and
not later than two years after the date of
issuance. PHMSA proposes the effective

date of Federal preemption be 90 days
from publication of a final rule in this
matter in the Federal Register.

D. Executive Order 13175

This proposed rule has been analyzed
in accordance with the principles and
criteria contained in Executive Order
13175 (“Consultation and Coordination
with Indian Tribal Governments”).
Because this proposed rule does not
have tribal implications and does not
impose substantial direct compliance
costs on Indian tribal governments, the
funding and consultation requirements
of Executive Order 13175 do not apply,
and a tribal summary impact statement
is not required.

E. Regulatory Flexibility Act, Executive
Order 13272, and DOT Procedures and
Policies

The Regulatory Flexibility Act (5
U.S.C. 601 et seq.) requires an agency to
review regulations to assess their impact
on small entities unless the agency
determines the rule is not expected to
have a significant impact on a
substantial number of small entities.
This proposed rule would amend
miscellaneous provisions in the HMR to
clarify provisions based on our own
initiatives and also on petitions for
rulemaking. While maintaining safety, it
would relax certain requirements that
are overly burdensome and would
update references to consensus
standards that are incorporated in the
HMR. The proposed changes are
generally intended to provide relief to
shippers, carriers, and packaging
manufacturers, including small entities.

Consideration of alternative proposals
for small businesses. The Regulatory
Flexibility Act directs agencies to
establish exceptions and differing
compliance standards for small
businesses, where it is possible to do so
and still meet the objectives of
applicable regulatory statutes. In the
case of hazardous materials
transportation, it is not possible to
establish exceptions or differing
standards and still accomplish our
safety objectives.

The impact of this proposed rule is
not expected to be significant. The
proposed changes are generally
intended to provide relief to shippers,
carriers, and packaging manufactures
and testers, including small entities.
Therefore, this proposed rule will not
have a significant economic impact on
a substantial number of small entities.

This proposed rule has been
developed in accordance with Executive
Order 13272 (“Proper Consideration of
Small Entities in Agency Rulemaking”)
and DOT’s procedures and policies to

promote compliance with the
Regulatory Flexibility Act to ensure that
potential impacts of draft rules on small
entities are properly considered.

F. Paperwork Reduction Act

By proposing to require additional
information be included on certain
shipping papers, this proposed rule will
result in a minimal increase in annual
paperwork burden and costs under
OMB Control No. 2137-0034. PHMSA
currently has an approved information
collection under OMB Control No.
2137-0034, “Hazardous Materials
Shipping Papers & Emergency Response
Information” expiring on May 31, 2011
with 260,000,000 responses and
6,500,834 burden hours. This rule is
proposing to impose new requirements
pertaining to § 172.203(c), additional
shipping paper information
requirements. We are proposing to
require non-odorized LPG shipments to
indicate “non-odorized” on the shipping
papers to aid emergency responders in
the event of an accident involving non-
odorized shipments of LPG. Since only
5% of LPG shipments are non-odorized,
we anticipate only a minimal increase
in burden to include this additional
notation on the shipping paper.

Under the Paperwork Reduction Act
of 1995, no person is required to
respond to an information collection
unless it has been approved by OMB
and displays a valid OMB control
number. Section 1320.8(d), Title 5, Code
of Federal Regulations requires that
PHMSA provide interested members of
the public and affected agencies an
opportunity to comment on information
and recordkeeping requests.

This notice identifies an information
collection request that PHMSA is
submitting to OMB for approval based
on the proposal in this rule. PHMSA has
developed burden estimates based on
the proposed amendment in this rule.
PHMSA estimates that the net
information collection and
recordkeeping burden for this proposed
requirement would be as follows:

OMB Control No. 2137-0034

Annual Respondents: 29,850.

Annual Responses: 29,850.

Annual Burden Hours: 12.5.

Annual Costs: $312.50.

Requests for a copy of this
information collection should be
directed to Deborah Boothe or T. Glenn
Foster, Office of Hazardous Materials
Standards (PHH-11), Pipeline and
Hazardous Materials Safety
Administration, 1200 New Jersey
Avenue, SE., East Building, 2nd Floor,
PHH-10, Washington, DC 20590-0001,
Telephone (202) 366—8553.
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G. Regulation Identifier Number (RIN)

A regulation identifier number (RIN)
is assigned to each regulatory action
listed in the Unified Agenda of Federal
Regulations. The Regulatory Information
Service Genter publishes the Unified
Agenda in April and October of each
year. The RIN number contained in the
heading of this document can be used
to cross-reference this action with the
Unified Agenda.

H. Unfunded Mandates Reform Act

This proposed rule does not impose
unfunded mandates under the
Unfunded Mandates Reform Act of
1995. It does not result in costs of
$141,300,000 or more to either state,
local, or tribal governments, in the
aggregate, or to the private sector, and
is the least burdensome alternative that
achieves the objective of the rule.

I. Environmental Assessment

The National Environmental Policy
Act, 42 U.S.C. 4321-4375, requires
Federal agencies to analyze proposed
actions to determine whether the action
will have a significant impact on the
human environment. The Council on
Environmental Quality (CEQ)
regulations order Federal agencies to
conduct an environmental review
considering: (1) The need for the
proposed action; (2) alternatives to the
proposed action; (3) probable
environmental impacts of the proposed
action and alternatives; and (4) the
agencies and persons consulted during
the consideration process. PHMSA
proposes to make miscellaneous
amendments to the HMR based on
petitions for rulemaking and PHMSA'’s
own initiatives. The proposed
amendments are intended to update,
clarify, or provide relief from certain
existing regulatory requirements to
promote safer transportation practices;
eliminate unnecessary regulatory
requirements; finalize outstanding
petitions for rulemaking; facilitate
international commerce; and make these
requirements easier to understand.

Description of Action:

Docket No. PHMSA-2009-0151 (HM-
218F), NPRM

Transportation of hazardous materials
in commerce is subject to requirements
in the HMR, issued under authority of
Federal hazardous materials
transportation law, codified at 49 U.S.C.
5001 et seq. To facilitate the safe and
efficient transportation of hazardous
materials in international commerce, the
HMR provide that both domestic and
international shipments of hazardous
materials may be offered for

transportation and transported under
provisions of the international
regulations.

Proposed Amendments to the HMR:

In this NPRM, PHMSA is proposing
to:

Update § 171.7 incorporations by
reference of industry consensus
standards issued by the Aluminum
association; the American Society for
Testing ad Materials; and the Institute of
Makers of Explosives.

Add a requirement for each applicant
to a special permit under §§107.105,
107.107, and 107.109 to identify their
role as a shipper (offeror), carrier, or
both.

Revise the definition of “person” in
§171.8 to include those who
manufacture, test, repair and
recondition packages.

Revise the HMT to harmonize certain
entries with international standards by
adding and revising certain proper
shipping names. Most significantly, we
are adding a new entry “Formaldehyde
solutions (with not less than 10% and
less than 25% formaldehyde” to clarify
requirements applicable to
formaldehyde and formalin with less
than 10% formaldehyde; revising the
entry for “Environmentally hazardous
substances, liquid, n.o.s.” to provide
packaging exceptions for certain
materials that are assigned to UN 3082;
and adding a new special provision to
clarify the differences between Class 3
and Class 9 formaldehyde solutions.

Add anew §173.175 applicable to
permeation devices to provide an
exception for permeations devices
containing hazardous materials that are
used for calibrating air quality
monitoring devices for consistency with
the current exception in the
international regulations for these
devices; and add a new italicized entry
to the HMT for “Permeation devices”
referencing § 173.175.

Update and clarify hazard
communication requirements applicable
to Class 9 label specifications; placard
size; IBCs; and Division 6.2 labels.

In §178.37, authorize the use of an
alternative bend test for DOT 3AA and
3AAX steel cylinders.

In § 178-347-1, clarify that cargo tank
motor vehicles that have a MAWP
greater than 35 psig or are designed to
be loaded by vacuum must be
constructed and certified in accordance
with the ASME Code.

Revise § 171.14 transitional
provisions to remove expired dates and
incorporate certain dates in to the
specific sections of the HMR.

Revise provisions in § 173.56(j) to
further clarify the use of the American
Pyrotechnics Association (APA)

standard for classifying and approving
fireworks.

Revise § 172.404 to provide a labeling
exception for consolidation bins used to
transport hazardous materials by motor
carrier, and clarify labeling
requirements for consolidated packages.

Alternatives Considered:

Alternative (1): Do nothing.

Our goal is to update, clarify and
provide relief from certain existing
regulatory requirements to promote
safer transportation practices, eliminate
unnecessary regulatory requirements,
finalize outstanding petitions for
rulemaking, and facilitate international
commerce. We rejected the do-nothing
alternative.

Alternative (2): Go forward with the
proposed amendments to the HMR in
this NPRM.

This is the selected alternative.

Environmental Consequences

Hazardous materials are substances
that may pose a threat to public safety
or the environment during
transportation because of their physical,
chemical, or nuclear properties. The
hazardous material regulatory system is
a risk management system that is
prevention-oriented and focused on
identifying a safety hazard and reducing
the probability and quantity of a
hazardous material release. Hazardous
materials are categorized by hazard
analysis and experience into hazard
classes and packing groups. The
regulations require each shipper to
classify a material in accordance with
these hazard classes and packing
groups; the process of classifying a
hazardous material is itself a form of
hazard analysis. Further, the regulations
require the shipper to communicate the
material’s hazards through use of the
hazard class, packing group, and proper
shipping name on the shipping paper
and the use of labels on packages and
placards on transport vehicles. Thus,
the shipping paper, labels, and placards
communicate the most significant
findings of the shipper’s hazard
analysis. A hazardous material is
assigned to one of three packing groups
based upon its degree of hazard, from a
high hazard, Packing Group I to a low
hazard, Packing Group IIl material. The
quality, damage resistance, and
performance standards of the packaging
in each packing group are appropriate
for the hazards of the material
transported.

Under the HMR, hazardous materials
are transported by aircraft, vessel, rail,
and highway. The potential for
environmental damage or contamination
exists when packages of hazardous
materials are involved in accidents or en
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route incidents resulting from cargo
shifts, valve failures, package failures,
loading, unloading, collisions, handling
problems, or deliberate sabotage. The
release of hazardous materials can cause
the loss of ecological resources (e.g.,
wildlife habitats) and the contamination
of air, aquatic environments, and soil.
Contamination of soil can lead to the
contamination of ground water. For the
most part, the adverse environmental
impacts associated with releases of most
hazardous materials are short term
impacts that can be reduced or
eliminated through prompt clean up/
decontamination of the accident scene.

Conclusion

PHMSA proposes to make
miscellaneous amendments to the HMR
based on petitions for rulemaking and
PHMSA'’s own initiatives. The proposed
amendments are intended to update,
clarify, or provide relief from certain
existing regulatory requirements to
promote safer transportation practices;
eliminate unnecessary regulatory
requirements; finalize outstanding
petitions for rulemaking; facilitate
international commerce; and make these
requirements easier to understand. The
net environmental impact of this
proposal will be positive.

J. Privacy Act

Anyone is able to search the
electronic form of any written
communications and comments
received into any of our dockets by the
name of the individual submitting the
document (or signing the document, if
submitted on behalf of an association,
business, labor union, etc.). You may
review DOT’s complete Privacy Act
Statement in the Federal Register
published on April 11, 2000 (65 FR
19477) or you may visit http://
www.regulations.gov/search/footer/
privacyanduse.jsp.

K. International Trade Analysis

The Trade Agreements Act of 1979
(Pub. L. 96—39), as amended by the
Uruguay Round Agreements Act (Pub.
L. 103—465), prohibits Federal agencies
from establishing any standards or
engaging in related activities that create
unnecessary obstacles to the foreign
commerce of the United States.
Pursuant to these Acts, the
establishment of standards are not
considered unnecessary obstacles to the
foreign commerce of the United States,
so long as the standards have a
legitimate domestic objective, such as
the protection of safety, and do not
operate in a manner that excludes
imports that meet this objective. The
statute also requires consideration of

international standards and, where
appropriate, that they be the basis for
U.S. standards. PHMSA notes the
purpose is to ensure the safety of the
American public, and has assessed the
effects of this rule to ensure that it does
not exclude imports that meet this
objective. As a result, this proposed rule
is not considered as creating an
unnecessary obstacle to foreign
commerce.

List of Subjects
49 CFR Part 107

Hazardous materials transportation,
Packaging and containers, Radioactive.

49 CFR Part 171

Exports, Hazardous materials
transportation, Hazardous waste,
Imports, Incorporation by reference,
Reporting and recordkeeping
requirements.

49 CFR Part 172

Education, Hazardous materials
transportation, Hazardous waste,
Incorporation by reference, Labeling,
Markings, Packaging and containers,
Reporting and recordkeeping
requirements.

49 CFR Part 173

Hazardous materials transportation,
Incorporation by reference, Packaging
and containers, Radioactive materials,
Reporting and recordkeeping
requirements, Uranium.

49 CFR Part 174

Hazardous materials transportation,
Rail carriers, Reporting and
recordkeeping.

49 CFR Part 177

Hazardous materials transportation,
Loading and unloading, Segregation and
separation.

49 CFR Part 178

Hazardous materials transportation,
Incorporation by reference, Motor
vehicle safety, Packaging and
containers, Reporting and recordkeeping
requirements.

49 CFR Part 180

Hazardous materials transportation,
Continuing qualification and
maintenance of packaging.

In consideration of the foregoing, we
propose to be amend 49 CFR Chapter I
as follows:

PART 107—HAZARDOUS MATERIALS
PROGRAM PROCEDURES

1. The authority citation for part 107
continues to read as follows:

Authority: 49 U.S.C. 5101-5128, 44701;
Pub. L. 101-410 section 4 (28 U.S.C. 2461
note); Pub. L. 104—121 sections 212—213;
Pub. L. 104—134 section 31001; 49 CFR 1.45,
1.53.

2.In §107.105, add new paragraph
(c)(11) to read as follows:

§107.105 Application for special permit
* * * * *

(C) L

(11) A statement indicating whether
the applicant will be acting as a shipper
(offeror), carrier or both under the terms

of the special permit.
* * * * *

3.In §107.107, add new paragraph
(b)(6) to read as follows:

§107.107 Application for party status.

* * * * *

(b) E

(6) A statement indicating whether
the applicant will be acting as a shipper
(offeror), carrier or both under the terms

of the special permit.
* * * * *

4.In §107.109, add new paragraph
(a)(7) to read as follows:

§107.109 Application for renewal.

(a) * *x %

(7) A statement indicating whether
the applicant will be acting as a shipper
(offeror), carrier or both under the terms

of the special permit.
* * * * *

PART 171—GENERAL INFORMATION,
REGULATIONS, AND DEFINITIONS

5. The authority citation for part 171
continues to read as follows:

Authority: 49 U.S.C. 5101-5128, 44701; 49
CFR 1.45 and 1.53; Pub. L. 101—410 section
4 (28 U.S.C. 2461 note); Pub. L. 104-134,
section 31001.

6.In §171.7, in the paragraph (a)(3)
table, is amended as follows:

a. Under the entry “The Aluminum
Association,” the organization’s mailing
address is revised;

b. Under the entry “The American
Society for Testing and Materials,” the
entry ASTM E 290-97a, “Standard Test
Methods for Bend Testing of Material
for Ductility” is added in appropriate
numerical order;

c. Under the entry “Association of
American Railroads,” the entry
“Intermodal Loading Guide for Products
in Closed Trailers and Containers” is
added in appropriate alphabetical order;
and

d. Under the entry “Institute of
Makers of Explosives,” the entry “IME
Safety Library Publication No. 22,” IME
Standard 22, “Recommendation for the
Safe Transportation of Detonators in a
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Vehicle with Certain Other Explosive §171.7 Reference material. (3) Table of material incorporated by

Materials” is revised. (@) * * * reference. * * *
The revisions and additions read as
follows:
Source and name of material 49 CFR reference
. . . . . . .

The Aluminum Association, 1525 Wilson Blvd., Suite 6000, Arlington, VA 22209, telephone 703-358-2960, http://
www.aluminum.org:
American Society for Testing and Materials, 100 Barr Harbor Drive, West Conshohoken, PA 19428, telephone 610-832—
9585, hitp://www.astm.org:

* * * * * *

ASTM E 290-97a Standard Test Methods for Bend Testing of Material for Ductility ...........cccooiiiiiiiiiiiii e, 178.37.

Association of American Railroads, 425 Third Street, SW., Suite 1000, Washington, DC 20001, telephone 202-639-2100,
http://www.aar.org:

Intermodal Loading Guide for Products in Closed Trailers and CONtAINEIS .........ccceiiieerinieniniesese e 174.55; 174.101;
174.112;
174.115.

Institute of Makers of Explosives, 1120 19th Street, NW., Suite 310, Washington, DC 20036-3605, telephone 202—-429-

9280, http://www.ime.org:

IME Safety Library Publication No. 22 (IME Standard 22), Recommendation for the Safe Transportation of Detonators
in a Vehicle with Certain Other Explosive Materials, February 2007.

*

173.63; 177.835

* *

* * * * *

7.In §171.8, the definition of
“Person” is revised to read as follows:

§171.8 Definitions and abbreviations.
* * * * *

Person means an individual,
corporation, company, association, firm,
partnership, society, joint stock
company; or a government, Indian tribe,
or authority of a government or tribe;
that offers a hazardous material for
transportation in commerce, transports a
hazardous material to support a
commercial enterprise, or designs,
manufacturers, fabricates, inspects,
marks, maintains, reconditions, repairs,
or tests a package, container, or
packaging component that is
represented, marked, certified, or sold
as qualified for use in transporting
hazardous material in commerce. This
term does not include the United States
Postal Service or, for purposes of 49
U.S.C. 5123 and 5124, a Department,
agency, or instrumentality of the
government.

* * * * *
§171.14 [Removed and Reserved]

8. Section 171.14 is removed and
reserved.

9.In §171.15, paragraph (a)
introductory text is revised to read as
follows:

§171.15 Immediate notice of certain
hazardous materials incidents.

(a) General. As soon as practical but
no later than 12 hours after the
occurrence of any incident described in
paragraph (b) of this section, each
person in physical possession of the
hazardous material must provide notice
by telephone to the National Response
Center (NRC) on 800—424—-8802 (toll
free) or 202—267-2675 (toll call) or
online at http://www.nrc.uscg.mil. Each
notice must include the following
information:

* * * * *

PART 172—HAZARDOUS MATERIALS
TABLE, SPECIAL PROVISIONS,
HAZARDOUS MATERIALS
COMMUNICATIONS, EMERGENCY
RESPONSE INFORMATION, AND
TRAINING REQUIREMENTS

10. The authority citation for part 172
continues to read as follows:

Authority: 49 U.S.C. 5101-5128, 44701; 49
1.53.

11.In §172.101, paragraph (c)(2) is
revised and the Hazardous Materials

Table is amended by adding the entries
under “[ADD]” and revising entries
under “[REVISE]” in the appropriate
alphabetical sequence to read as
follows:

§172.101 Purpose and use of hazardous
materials table.
* * * * *

(C) * x %

(2) Punctuation marks and words in
italics are not part of the proper
shipping name, but may be used in
addition to the proper shipping name.
The word “or” in italics indicates that
there is a choice of terms in the
sequence that may alternately be used as
the proper shipping name or as part of
the proper shipping name, as
appropriate. For example, for the
hazardous materials description “Carbon
dioxide, solid or Dry ice” either “Carbon
dioxide, solid” or “Dry ice” may be used
as the proper shipping name; and for the
hazardous materials description
“Articles, pressurized pneumatic or
hydraulic” either “Articles, pressurized
pneumatic” or “Articles, pressurized
hydraulic” may be used as the proper
shipping name.

* * * * *
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* * * * *

12.In §172.102(c)(1), new Special
Provisions 173, 176, 178 are added in
appropriate numerical order to read as
follows:

§172.102 Special provisions.

* * * * *

(C) I

(1) * x %

Code/Special Provisions
* * * * *

173 For adhesives, printing inks,
printing ink-related materials, paints,
paint-related materials, and resin
solutions which are assigned to
UN3082, and do not meet the definition
of another hazard class, metal or plastic
packaging for substances of packing
groups II and III in quantities of 5 L (1.3
gallons) or less per packaging are not
required to meet the UN performance
package testing when transported:

a. Except for transportation by
aircraft, in palletized loads, a pallet box
or unit load device, (e.g. individual
packaging placed or stacked and
secured by strapping, shrink or stretch-
wrapping or other suitable means to a
pallet). For vessel transport, the
palletized loads, pallet boxes or unit
load devices must be firmly packed and
secured in closed cargo transport units;
or

b. Except for transportation by
aircraft, as an inner packaging of a
combination packaging with a
maximum net mass of 40 kg (88
pounds). For transportation by aircraft,
as an inner packaging of a combination
packaging with a maximum gross mass
of 30 kg when packaged as a limited
quantity in accordance with § 173.27(f)
and (j).

* * * * *

176 This entry must be used for
formaldehyde solutions containing
methanol as a stabilizer. Formaldehyde
solutions not containing methanol and
not meeting the Class 3 flammable
liquid criteria must be described using

a different proper shipping name.
* * * * *

178 The proper shipping name
“Gasohol gasoline mixed with ethyl
alcohol, with not more than 20 percent
alcoho!” in effect on January 28, 2008,
may continue to be used until October
1, 2010. Effective October 1, 2010, the
new proper shipping name “Ethanol and
gasoline mixture or ethanol and motor
spirit mixture or ethanol and petrol
mixture,” and the revised proper
shipping name “Gasohol gasoline mixed
with ethyl alcohol, with not more than
10% alcohol” must be used, as
appropriate.

* * * * *

13.In §172.202, paragraph (b) is
revised to read as follows:

§172.202 Description of hazardous
material on shipping papers.
* * * * *

(b) Except as provided in this subpart,
the basic description specified in
paragraphs (a)(1), (2), (3) and (4) of this
section must be shown in sequence with
no additional information interspersed.
For example, “UN2744, Cyclobutyl
chloroformate, 6.1, (8, 3), PG IL.” The
shipping description sequences in effect
on December 31, 2006, may be used
until January 1, 2013.

* * * * *

14-15. In § 172.203, paragraph (i)(2) is
revised and paragraph (p) is added to
read as follows:

§172.203 Additional description
requirements.

(i) * *x %

(2) Minimum flashpoint if 60 °C (140
°F) or below (in °C closed cup
(c.c.)) in association with the basic
description. For lab packs packaged in
conformance with § 173.12(b) of this
subchapter, an indication that the
lowest flashpoint of all hazardous
materials contained in the lab pack is
below 23 °C or is less than 23 °C but not
more than 60 °C must be identified on
the shipping paper in lieu of the
minimum flashpoint.

* * * * *

(p) Liquefied petroleum gas (LPG).
The word “non-odorized” must
immediately precede the proper
shipping name on a shipping paper
when non-odorized liquefied petroleum
gas is offered for transportation.

16. In § 172.324, paragraph (a) is
revised to read as follows:

§172.324 Hazardous substances in non-
bulk packaging.
* * * * *

(a) If the proper shipping name of a
material that is a hazardous substance
does not identify the hazardous
substance by name, or if the package
contains a limited quantity marked in
accordance with §172.315, the name of
the hazardous substance must be
marked on the package, in parentheses,
in association with the proper shipping
name or the identification number as
applicable. If the material contains two
or more hazardous substances, at least
two hazardous substances, including the
two with the lowest reportable
quantities (RQ’s), must be identified.
For a hazardous waste, the waste code
(e.g., D001), if appropriate may be used
to identify the hazardous substance.

* * * * *

17.1In §172.336, a new paragraph (d)
is added to read as follows:

§172.336 Identification numbers; special
provisions.
* * * * *

(d) When a bulk packaging is labeled
instead of placarded in accordance with
§ 172.514(c) of this subchapter,
identification numbers may be marked
on the package in accordance with the
marking requirements of § 172.301(a)(1)
of this subchapter.

18. Section 172.404 is revised to read
as follows:

§172.404 Labels for mixed and
consolidated packaging.

(a) Mixed packaging. When hazardous
materials having different hazard classes
are packed within the same packaging,
or within the same outside container or
overpack as described in § 173.25 and
authorized by § 173.21 of this
subchapter, the packaging, outside
container or overpack must be labeled
as required for each class of hazardous
material contained therein.

(b) Consolidated packaging. When
two or more packages containing
compatible hazardous material (see
§173.21 of this subchapter) are placed
within the same outside container or
overpack, the outside container or
overpack must be labeled as required for
each class of hazardous material
contained therein, unless labels
representative of each hazardous
material in the outside container or
overpack are visible.

(c) Consolidation bins used by a single
motor carrier. Notwithstanding the
provisions of paragraph (b) of this
section, labeling of a consolidation bin
is not required under the following
conditions:

(1) The consolidation bin must be
reusable, made of materials such as
plastic, wood, or metal and must have
a capacity of 64 cubic feet or less.

(2) Hazardous material packages
placed in the consolidation bin must be
properly labeled in accordance with this
subpart;

(3) Packages must be compatible as
specified in § 177.848 of this
subchapter;

(4) Packages may only be placed
within the consolidation bin and the bin
be loaded on a motor vehicle by an
employee of a single motor carrier;

(5) Packages must be secured within
the consolidation bin by other packages
or by other suitable means in such a
manner as to prevent shifting of, or
significant relative motion between, the
packages that would likely compromise
the integrity of any package;

(6) The consolidation bin must be
clearly and legibly marked on a tag or
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fixed display device with an indication
of each hazard class or division
contained within the bin;

(7) The consolidation bin must be
properly blocked and braced within the
transport vehicle; and

(8) Consolidation bins may only be
transported by a single motor carrier, or
on railcars transporting such vehicles.

18.1In §172.427, paragraph (c) is
added to read as follows:

§172.427 ORGANIC PEROXIDE label.

* * * * *

(c) A Division 5.2 label conforming to
the specifications of this section in
effect on December 31, 2006 may
continue to be used until January 1,
2011.

19.In §172.432, paragraph (a) is
revised and paragraph (c) is added to
read as follows:

§172.432 INFECTIOUS SUBSTANCE label.

(a) Except for size and color, the
INFECTIOUS SUBSTANCE label must
be as follows:

V<INFECTIOUS SUBSTANCE>,

(c) Labels conforming to requirements
in place on September 30, 2011 may
continue to be used until October 1,
2014.

20. In § 172.446, paragraph (a) is
revised and new paragraph (c) is added
to read as follows:

§172.446 CLASS 9 label.

(a) Except for size and color, the
“CLASS 9” (miscellaneous hazardous
materials) label must be as follows:

(c) Labels conforming to requirements
in place on September 30, 2011 may
continue to be used until October 1,
2014.

21.In §172.514, paragraph (c)(4), as
amended February 2, 2010, at 75 FR
5392, and effective October 1, 2010, is
revised to read as follows:

§172.514 Bulk packagings.

* * * * *

(C] * * %

(4) An IBC. For an IBC labeled in
accordance with subpart E of this part
instead of placarded, the IBC may
display the proper shipping name and
UN identification number in accordance
with the size requirements of
§172.302(b)(2) in place of the UN
number on an orange panel or placard.

22.In §172.519, paragraph (c)(1) is
revised to read as follows:

§172.519 General specifications for
placards.
* * * * *

(C] * % %

(1) Each placard prescribed in this
subpart must measure at least 250 mm
(9.84 inches) on each side and must
have a solid line inner border
approximately 12.7 mm (0.5 inches)

from each edge.
* * * * *

23.In §172.552, paragraph (c) is
added to read as follows:

§172.552 ORGANIC PEROXIDE placard.

* * * * *

(c) Except for transportation by
highway, a Division 5.2 placard
conforming to the specifications in this
section in effect on December 31, 2006
may continue to be used until January
1, 2011. For transportation by highway,
a Division 5.2 placard conforming to the
specifications in this section in effect on
December 31, 2006 may continue to be
used until January 1, 2014.

PART 173—SHIPPERS—GENERAL
REQUIREMENTS FOR SHIPMENTS
AND PACKAGINGS

24. The authority citation for part 173
continues to read as follows:

Authority: 49 U.S.C. 5101-5128, 44701; 49
CFR 1.45 and 1.53.

25.In §173.56, paragraph (j)
introductory text is revised to read as
follows:

§173.56 New explosives—definition and
procedures for classification and approval.

* * * * *

(j) Fireworks. Notwithstanding the
requirements of paragraph (b) of this
section, fireworks may be classed and
approved by the Associate
Administrator without prior
examination and offered for
transportation if the following
conditions are met:

* * * * *

26.In §173.60, paragraph (b)(14) is
revised to read as follows:

§173.60 General packaging requirements
for explosives.
* * * * *

(b) * * *

(14) Large and robust explosives
articles, normally intended for military
use, without their means of initiation or
with their means of initiation containing
at least two effective protective features,
may be carried unpackaged provided
that a negative result was obtained in
Test Series 4 of the UN Manual of Tests
and Criteria on an unpackaged article.
When such articles have propelling
charges or are self-propelled, their
ignition systems must be protected
against conditions encountered during
normal transportation. Such
unpackaged articles may be fixed to
cradles or contained in crates or other
suitable handling, storage or launching
devices in such a way that they will not
become loose during normal conditions
of transport and are in accordance with
DOD-approved procedures. When such
large explosive articles, as part of their
operational safety and suitability tests,
are subjected to testing that meets the
intentions of Test Series 4 of the UN
Manual of Tests and Criteria with
successful test results, they may be
offered for transportation in accordance
with the requirements prescribed in
(b)(14) above subject to approval by the
Associate Administrator.

27.In §173.62, in paragraph (c), in
the Table of Packing Methods, Packing
Instruction 130, as amended February 2,
2010, at 75 FR 5394, and effective
October 1, 2010, is revised to read as
follows:
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§173.62 Specific packaging requirements
for explosives.

*

(C]* L

* * * *

TABLE OF PACKING METHODS

Intermediate

Packing instruction packaging

Inner packaging

Outer packaging

T80 s
PARTICULAR PACKING REQUIREMENTS OR
EXCEPTIONS:

1. The following applies to UN 0006, 0009,
0010, 0015, 0016, 0018, 0019, 0034,
0035, 0038, 0039, 0048, 0056, 0137,
0138, 0168, 0169, 0171, 0181, 0182,
0183, 0186, 0221, 0238, 0243, 0244,
0245, 0246, 0254, 0280, 0281, 0286,
0287, 0297, 0299, 0300, 0301, 0303,
0321, 0328, 0329, 0344, 0345, 0346,
0347, 0362, 0363, 0370, 0412, 0424,
0425, 0434, 0435, 0436, 0437, 0438,
0451, 0459 and 0488. Large and robust
explosives articles, normally intended for
military use, without their means of initi-
ation or with their means of initiation con-
taining at least two effective protective fea-
tures, may be carried unpackaged. When
such articles have propelling charges or
are self-propelled, their ignition systems
must be protected against stimuli encoun-
tered during normal conditions of trans-
port. A negative result in Test Series 4 on
an unpackaged article indicates that the
article can be considered for transport
unpackaged. Such unpackaged articles
may be fixed to cradles or contained in
crates or other suitable handling devices.

. Subject to approval by the Associate Ad-

ministrator, large explosive articles, as part
of their operational safety and suitability
tests, subjected to testing that meets the
intentions of Test Series 4 of the UN Man-
ual of Tests and Criteria with successful
test results, may be offered for transpor-
tation in accordance with the requirements
of this subchapter.

* * * * *

Steel (4A). Wood natural, ordinary (4C1). Ply-
wood (4D). Reconstituted wood (4F). Fiber-
board (4G). Plastics, expanded (4H1). Plastics,
solid (4H2). Drums. Steel, removable head
(1A2). Aluminum, removable head (1B2). Ply-
wood (1D). Fiber (1G). Plastics, removable
head (1H2). Large Packagings. Steel (50A).
Aluminum (50B). Metal other than steel or alu-
minum (50N). Rigid plastics (50H). Natural
wood (50C) Plywood (50D). Reconstituted
wood (50F). Rigid fiberboard (50G).

* * * *

continue to be used until January 1,
2012.

30.In §173.132, paragraph (e) is
added to read as follows:

28.In §173.120, paragraph (e) is
added to read as follows:

§173.120 Class 3—Definitions.

* * * * *

§173.132 Class 6, Division 6.1—
Definitions.

(e) Transitional provisions. The Class .

3 classification criteria in effect on
December 31, 2006, may continue to be
used until January 1, 2012.

29.In §173.121, paragraph (c) is
added to read as follows:

* * * *

(e) Transitional provisions. The
Division 6.1 classification criteria in
effect on December 31, 2006, may
continue to be used until January 1,
2012.

31.In §173.133, paragraph (c) is
added to read as follows:

§173.121

group.
* *

Class 3—Assignment of packing

* * *

§173.133 Assignment of packing group
and hazard zones for Division 6.1 materials.
*

(c) Transitional provisions. The
criteria for packing group assignments
in effect on December 31, 2006, may

* * * *

(c) Transitional provisions. The
Division 6.1 criteria for packing group
assignments in effect on December 31,
2006, may continue to be used until
January 1, 2012.

32.In §173.134, paragraph (c)(2) is
revised to read as follows:

§173.134 Class 6, Division 6.2—
Definitions and exceptions.

* *

(C) * % %

(2) The following materials may be
offered for transportation and
transported as a regulated medical waste
when packaged in a rigid non-bulk
packaging conforming to the general
packaging requirements of §§173.24
and 173.24a and packaging
requirements specified in 29 CFR

* * *
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1910.1030 and transported by a private
or contract carrier in a vehicle used
exclusively to transport regulated
medical waste:

(i) Waste stock or culture of a
Category B infectious substance;

(ii) Plant and animal waste regulated
by the Animal and Plant Health
Inspection Service (APHIS);

(iii) Waste pharmaceutical materials;

(iv) Laboratory and recyclable wastes;

(v) Infectious substances that have
been treated to eliminate or neutralize
pathogens;

(vi) Forensic materials being
transported for final destruction;

(vii) Rejected or recalled health care
products;

(viii) Documents intended for
destruction in accordance with the
Health Insurance Portability and
Accountability Act of 1996 (HIPAA)
requirements; and

(ix) Medical or clinical equipment
and laboratory products provided they
are properly packaged and secured
against exposure or contamination.
Sharps containers must be securely
closed to prevent leaks or punctures.

* * * * *

33.1In §173.150, revise paragraph
(d)(2) to read as follows:

§173.150 Exceptions for Class 3
(flammable and combustible liquids).
* * * * *

(d)* * =*
(2) Is in an inner packaging of 5 L (1.3
gallons) or less, unless carried by a
passenger or crewmember aboard a
passenger aircraft, then it must conform
to §175.10(a)(4) of this subchapter as
checked or carry-on baggage; or
* * * * *

34. Add §173.175 to read as follows:

§173.175 Permeation devices.

Permeation devices that contain
hazardous materials and that are used
for calibrating air quality monitoring
devices are not subject to the
requirements of this subchapter
provided the following requirements are
met:

(a) Each device must be constructed of
a material compatible with the
hazardous materials it contains;

(b) The total contents of hazardous
materials in each device is limited to 2
ml (0.07 ounces) and the device must
not be liquid full at 55 °C (131 °F);

(c) Each permeation device must be
placed in a sealed, high impact
resistant, tubular inner packaging of
plastic or equivalent material. Sufficient
absorbent material must be contained in
the inner packaging to completely
absorb the contents of the device. The
closure of the inner packaging must be

securely held in place with wire, tape or
other positive means;

(d) Each inner packaging must be
contained in a secondary packaging
constructed of metal, or plastic having
a minimum thickness of 1.5 mm (0.06
inches). The secondary packaging must
be hermetically sealed;

(e) The secondary packaging must be
securely packed in strong outer
packaging. The completed package must
be capable of withstanding, without
breakage or leakage of any inner
packaging and without significant
reduction in effectiveness:

(i) The following free drops onto a
rigid, non resilient, flat and horizontal
surface from a height of 1.8 m (5.9 feet):

(A) One drop flat on the bottom;

(B) One drop flat on the top;

(C) One drop flat on the long side;

(D) One drop flat on the short side;

(E) One drop on a corner at the
junction of three intersecting edges; and

(ii) A force applied to the top surface
for a duration of 24 hours, equivalent to
the total weight of identical packages if
stacked to a height of 3 m (10 feet)
(including the test sample).

(iii) Each of the above tests may be
performed on different but identical
packages.

(f) The gross mass of the completed
package must not exceed 30 kg.

35.In §173.189, the first sentence of
paragraph (a) is revised to read as
follows:

§173.189 Batteries containing sodium or
cells containing sodium.

(a) Batteries and cells may not contain
any hazardous material other than
sodium, sulfur or sodium compounds
(e.g., sodium polysulfides, sodium
tetrachloroaluminate, etc.). * * *

* * * * *

36. In § 173.302, revise paragraph
(f)(2)(i) and (ii) and add paragraph
()(2)(iii) to read as follows:

§173.302 Filling of cylinders with
nonliquefied (permanent) compressed
gases.

* * * * *

(f)***

Z'k**

(i) The rated burst pressure of a
rupture disc for DOT 3A, 3AA, 3AL, and
3E cylinders, and UN pressure
receptacles conforming to ISO 9809-1,
ISO 9809-2, ISO 9809-3 and ISO 7866
cylinders must be 100% of the cylinder
minimum test pressure with a tolerance
of plus zero to minus 10%;

(ii) The rated burst pressure of a
rupture disc for a DOT 3HT cylinder
must be 90% of the cylinder minimum
test pressure with a tolerance of plus
zero to minus 10%; and

(iii) The rated burst pressure of a
rupture disc for a DOT 39 cylinder must
be 100% of the cylinder minimum test
pressure with a tolerance of plus 5 to

minus 10%.
* * * * *

37.In § 173.304, revise paragraph
(f)(2)(d) and (ii) and add paragraph
(£)(2)(iii) to read as follows:

§173.304 Filling of cylinders with liquefied
compressed gases.
* * * * *

(f) * % %

(2) * *x %

(i) The rated burst pressure of a
rupture disc for DOT 3A, 3AA, 3AL, and
3E cylinders, and UN pressure
receptacles conforming to ISO 9809-1,
ISO 9809-2, ISO 9809-3 and ISO 7866
cylinders must be 100% of the cylinder
minimum test pressure with a tolerance
of plus zero to minus 10%;

(ii) The rated burst pressure of a
rupture disc for a DOT 3HT cylinder
must be 90% of the cylinder minimum
test pressure with a tolerance of plus
zero to minus 10%; and

(iii) The rated burst pressure of a
rupture disc for a DOT 39 cylinder must
be 100% of the cylinder minimum test
pressure with a tolerance of plus 5 to

minus 10%.
* * * * *

PART 174—CARRIAGE BY RAIL

38. The authority citation for part 174
continues to read as follows:

Authority: 49 U.S.C. 5101-5128, 44701; 49
CFR 1.53.

39.In § 174.55, paragraph (a) is
revised to read as follows:

§174.55 General requirements.

(a) Each package containing a
hazardous material being transported by
rail in a freight container or transport
vehicle must be loaded so that it cannot
fall or slide and must be safeguarded in
such a manner that other freight cannot
fall onto or slide into it under
conditions normally incident to
transportation. When this protection
cannot be provided by using other
freight, it must be provided by blocking
and bracing. For examples of blocking
and bracing in freight containers and
transport vehicles, see Bureau of
Explosives Pamphlet No. 6 and the
Intermodal Loading Guide for Products
in Closed Trailers and Containers (IBR,
see § 171.7 of this subchapter).

* * * * *

40.In §174.67, paragraphs (a)(6), (b)
introductory text, (b)(1), and (c)
introductory text are revised to read as
follows:
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§174.67 Tank car unloading.

* * * * *

(a) * *x %

(6) Before a manhole cover or outlet
valve cap is removed from a tank car,
the car must be relieved of all interior
pressure by cooling the tank with water
or by venting the tank by raising the
safety valve or opening the dome vent
at short intervals. However, if venting to
relieve pressure will cause a dangerous
amount of vapor to collect outside the
car, venting and unloading must be
deferred until the pressure is reduced by
allowing the car to stand overnight,
otherwise cooling the contents, or
venting to a closed collection system.
These precautions are not necessary
when the car is equipped with a
manhole cover which hinges inward or
with an inner manhole cover which
does not have to be removed to unload
the car, and when pressure is relieved
by piping vapor into a condenser or
storage tank.

(b) After the pressure is released, for
unloading processes that require the
removal of the manhole cover, the seal
must be broken and the manhole cover
removed as follows:

(1) Screw type. The cover must be
loosened by placing a bar between the
manhole cover lug and knob. After two
complete turns, so that the vent
openings are exposed, the operation
must be stopped, and if there is any
sound of escaping vapor, the cover must
be screwed down tightly and the
interior pressure relieved as prescribed
in paragraph (a)(6) of this section, before
again attempting to remove the cover.

* * * * *

(c) When the car is unloaded through
a bottom outlet valve, for unloading
processes that require the removal of the
manhole cover, the manhole cover must

be adjusted as follows:
* * * * *

41.In §174.101, paragraphs (0)(2) and
(0)(3) are revised to read as follows:

§174.101 Loading Class 1 (explosive)
materials.
* * * * *

(O) * * %

(2) Each truck body or trailer must be
secured on the rail car so that it will not
permanently change position or show
evidence of failure or impending failure
of the method of securing the truck body
or trailer under impact from each end of
at least 13 km (8.1 miles) per hour. Its
efficiency must be determined by actual
test, using dummy loads equal in weight
and general character to the material to
be shipped. For recommended methods
of blocking and bracing, see the
Intermodal Loading Guide for Products

in Closed Trailers and Containers (IBR,
see § 171.7 of this subchapter).

(3) Lading must be loaded, blocked,
and braced within or on the truck body
or trailer so that the lading will not
change position under impact from each
end of at least 13 km (8.1 miles) per
hour. For recommended methods of
blocking and bracing, see the Intermodal
Loading Guide for Products in Closed
Trailers and Containers (IBR, see § 171.7
of this subchapter).

* * * * *

42.In §174.112, paragraph (c)(3) is
revised to read as follows:

§174.112 Loading Division 1.3 materials
and Division 1.2 (explosive) materials (Also
see §174.101).

* * * * *

(C] * % %

(3) Packages of Division 1.2 materials
and Division 1.3 (explosive) materials
are blocked and braced within the truck
body, trailer, or container to prevent
their shifting and possible damage due
to shifting of other freight during
transportation (ends, sidewalls, or doors
of the truck body, trailer, or container
may not be relied on to prevent the
shifting of heavy loads). For
recommended methods of blocking and
bracing see the Intermodal Loading
Guide for Products in Closed Trailers
and Containers (IBR, see § 171.7 of this
subchapter).

43.In §174.115, paragraph (b)(3) is
revised to read as follows:

§174.115 Loading Division 1.4 (explosive)
materials.
* * * * *

(b) * * *

(3) Packages of Division 1.4
(explosive) materials are blocked and
braced within the truck body, trailer, or
container to prevent their shifting and
possible damage due to shifting of other
freight during transportation. Ends, side
walls, or doors of the truck body, trailer,
or container may not be relied on to
prevent shifting of heavy loads. For
recommended methods of blocking and
bracing see the Intermodal Loading
Guide for Products in Closed Trailers
and Containers.

PART 177—CARRIAGE BY PUBLIC
HIGHWAY

44. The authority citation for part 177
continues to read as follows:

Authority: 49 U.S.C. 5101-5127; 49 CFR
1.53

45. In §177.848, paragraph (c), as
amended May 14, 2010, at 75 FR 272186,
and effective October 1, 2010, is revised
to read as follows:

§177.848 Segregation of hazardous
materials.

* * * * *

(c) In addition to the provisions of
paragraph (d) of this section and except
as provided in § 173.12(e) of this
subchapter, cyanides, cyanide mixtures
or solutions may not be stored, loaded
and transported with acids if a mixture
of the materials would generate
hydrogen cyanide; Division 4.2
materials may not be stored, loaded and
transported with Class 8 liquids; and
Division 6.1 Packing Group I, Hazard
Zone A material may not be stored,
loaded and transported with Class 3
material, Class 8 liquids, and Division
4.1, 4.2, 4.3, 5.1 or 5.2 material.

* * * * *

PART 178—SPECIFICATIONS FOR
PACKAGINGS

46. The authority citation for part 178
continues to read as follows:

Authority: 49 U.S.C. 5101-5128; 49 CFR
1.53.

47.In §178.35, paragraphs (c)(4) and
(g) are revised and paragraph (h) is
removed.

The revsions read as follows:

§178.35 General requirements for
specification cylinders.
* * * * *

(C) * x %

(4) Inspector’s report. Prepare a report
containing, at a minimum, the
applicable information listed in CGA C-
11 (IBR, see § 171.7 of this subchapter).
Any additional information or markings
that are required by the applicable
specification must be shown on the test
report. The signature of the inspector on
the reports certifies that the processes of
manufacture and heat treatment of
cylinders were observed and found
satisfactory. The inspector must furnish
the completed test reports required by
this subpart to the maker of the cylinder
and, upon request, to the purchaser. The
test report must be retained by the
inspector for fifteen years from the

original test date of the cylinder.
* * * * *

(g) Manufacturer’s reports. At or
before the time of delivery to the
purchaser, the cylinder manufacturer
must have all completed certification
documents listed in CGA C-11. The
manufacturer of the cylinders must
retain the reports required by this
subpart for 15 years from the original
test date of the cylinder.

48.In §178.37, paragraphs (j) and (1)
are revised to read as follows:
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§178.37 Specification 3AA and 3AAX
seamless steel cylinders.

* * * * *

(j) Flattening test. A flattening test
must be performed on one cylinder
taken at random out of each lot of 200
or less, by placing the cylinder between
wedge shaped knife edges having a 60
° included angle, rounded to %2-inch
radius. The longitudinal axis of the
cylinder must be at a 90-degree angle to
knife edges during the test. For lots of
30 or less, flattening tests are authorized
to be made on a ring at least 8 inches
long cut from each cylinder and
subjected to the same heat treatment as
the finished cylinder. Cylinders may be
subjected to a bend test in lieu of the
flattening test. Two bend test specimens
must be taken in accordance with ISO
9809-1 or ASTM E 290-97a (IBR, see
§171.7 of this subchapter), and must be
subjected to the bend test specified
therein.

* * * * *

(1) Acceptable results for physical,
flattening and bend tests. An acceptable
result for physical and flattening tests is
elongation of at least 20 percent for 2
inches of gauge length or at least 10
percent in other cases. Flattening is
required, without cracking, to 6 times
the wall thickness of the cylinder. An
acceptable result for the alternative
bend test is no crack when the cylinder
is bent inward around the mandrel until
the interior edges are not further apart

than the diameter of the mandrel.
* * * * *

49.In §178.71, paragraphs (c) and
(0)(6) are revised to read as follows:

§178.71 Specifications for UN pressure
receptacles.
* * * * *

(c) Following the final heat treatment,
all cylinders, except those selected for
batch testing must be subjected to a
proof pressure or a hydraulic volumetric

expansion test.
* * * * *

(0) * *x %

(6) The test pressure in bar, preceded
by the letters “PH” and followed by the
letters “BAR”.

* * * * *

50. In § 178.320, in paragraph (a), the
definition of “Cargo tank wall” is revised
to read as follows:

§178.320 General requirements applicable
to all DOT specification cargo tank motor
vehicles.

(a) I

Cargo tank wall means those parts of
the cargo tank that make up the primary
lading retention structure, including
shell, bulkheads, and fittings and, when

closed, yield the minimum volume of
the completed cargo tank motor vehicle.

51. In § 178.345—1, paragraph (i)(2) is
revised to read as follows:

§178.345-1 General requirements.
* * * * *

(i] * * %

(2) The strength of the connecting
structure joining multiple cargo tanks in
a cargo tank motor vehicle must meet
the structural design requirements in
§178.345-3. Any void within the
connecting structure must be equipped
with a drain located on the bottom
centerline that is accessible and kept
open at all times. For carbon steel, self-
supporting cargo tanks, the drain
configuration may consist of a single
drain of at least 1.0 inch diameter, or
two or more drains of at least 0.5 inch
diameter, 6.0 inches apart, one of which
is located as close to the bottom
centerline as practicable. Vapors
trapped in a void within the connecting
structure must be allowed to escape to
the atmosphere either through the drain
or a separate vent.

* * * * *

52.In §178.347-1, paragraphs (c) and
(d) introductory text are revised to read
as follows:

§178.347-1 General requirements.

(c) Any cargo tank motor vehicle built
to this specification with a MAWP
greater than 35 psig or any cargo tank
motor vehicle built to this specification
designed to be loaded by vacuum must
be constructed and certified in
accordance with Section VIII of the
ASME Code (IBR, see § 171.7 of this
subchapter). The external design
pressure for a cargo tank loaded by
vacuum must be at least 15 psi.

(d) Any cargo tank motor vehicle built
to this specification with a MAWP of 35
psig or less or any cargo tank motor
vehicle built to this specification
designed to withstand full vacuum but
not equipped to be loaded by vacuum
must be constructed in accordance with
Section VIII of the ASME Code.

53. In § 178.347—4, paragraph (b) is
revised to read as follows:

§178.347-4 Pressure relief.
* * * * *

(b) Type and construction. Vacuum
relief devices are not required for cargo
tank motor vehicles that are designed to
be loaded by vacuum in accordance
with § 178.347—1(c) or built to
withstand full vacuum in accordance
with §178.347-1(d).

* * * * *

PART 180—CONTINUING
QUALIFICATION AND MAINTENANCE
OF PACKAGINGS

54a. The authority citation for part
180 continues to read as follows:

Authority: 49 U.S.C. 5101-5128; 49 CFR
1.53.

54b. In § 180.417, paragraph (b)(1)(v)
is revised to read as follows:

§180.417 Reporting and record retention
requirements.
* * * * *

(b) *

(1) *

(v) Minimum thickness of the cargo
tank shell and heads when the cargo
tank is thickness tested in accordance
with § 180.407(d)(5), § 180.407(e)(3),
§180.407(f)(3), or § 180.407(i);

* * * * *

* ok
* %

Issued in Washington, DC, on September
22,2010, under authority delegated in 49
CFR part 106.

Magdy El-Sibaie,
Associate Administrator for Hazardous

Materials Safety, Pipeline and Hazardous
Materials Safety Administration.

[FR Doc. 2010-24274 Filed 9-28-10; 8:45 am]|
BILLING CODE 4910-60-P

DEPARTMENT OF TRANSPORTATION

National Highway Traffic Safety
Administration

49 CFR Part 571
[Docket No. NHTSA-2010-0132]
RIN 2127-AK17

Federal Motor Vehicle Safety
Standards; New Pneumatic Tires for
Motor Vehicles With a GVWR of More
Than 4,536 Kilograms (10,000 Pounds)
and Motorcycles

AGENCY: National Highway Traffic
Safety Administration (NHTSA),
Department of Transportation (DOT).
ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: This NPRM proposes to
upgrade Federal Motor Vehicle Safety
Standard (FMVSS) No. 119, which
specifies requirements for new truck
tires. We propose to amend FMVSS No.
119 to adopt more stringent endurance
test requirements and a new high speed
test for several heavy load range tires for
vehicles with gross vehicle weight
rating (GVWR) of more than 4,536
kilograms (10,000 pounds). We are also
proposing that FMVSS No. 119 require
that the tire sidewall be labeled with the
tire’s maximum speed rating.
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DATES: You should submit your
comments early enough to ensure that
the Docket receives them not later than
November 29, 2010.

ADDRESSES: You may submit comments
(identified by the NHTSA Docket ID
Number above) by any of the following
methods:

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

e Mail: Docket Management Facility:
U.S. Department of Transportation, 1200
New Jersey Avenue, SE., West Building
Ground Floor, Room W12-140,
Washington, DC 20590-0001.

e Hand Delivery or Courier: West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue, SE., between
9 am. and 5 p.m. ET, Monday through
Friday, except Federal holidays.

e Fax:202-493-2251.

Instructions: For detailed instructions
on submitting comments and additional
information on the rulemaking process,
see the Public Participation heading of
the Supplementary Information section
of this document. Note that all
comments received will be posted
without change to http://
www.regulations.gov, including any
personal information provided. Please
see the Privacy Act heading below.

Privacy Act: Anyone is able to search
the electronic form of all comments
received into any of our dockets by the
name of the individual submitting the
comment (or signing the comment, if
submitted on behalf of an association,
business, labor union, etc.). You may
review DOT’s complete Privacy Act
Statement in the Federal Register
published on April 11, 2000 (65 FR
19477-78).

Docket: For access to the docket to
read background documents or
comments received, go to http://
www.regulations.gov or the street
address listed above. Follow the online
instructions for accessing the dockets.

FOR FURTHER INFORMATION CONTACT: For
technical issues, you may call George
Soodoo, NHTSA Office of Rulemaking
(Telephone: 202—366-2720) (Fax: 202—
493-2739). For legal issues, you may
call Steve Wood, NHTSA Office of Chief
Counsel (Telephone: 202—366—2992)
(Fax: 202—366-3820). The mailing
address for these officials is: National
Highway Traffic Safety Administration,
U.S. Department of Transportation, 1200
New Jersey Avenue, SE., West Building,
Washington, DC 20590.
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I. Background

This NPRM proposes to upgrade
Federal Motor Vehicle Safety Standard
(FMVSS) No. 119 (49 CFR 571.119)
which, prior to the passage of the
Transportation Recall Enhancement,
Accountability and Documentation
(TREAD) Act of 2000, had a wide
application to new pneumatic tires for
vehicles other than passenger cars. In
response to the TREAD Act,! a June 26,
2003 final rule upgraded the standard’s
requirements 2 for tires designed for
multipurpose passenger vehicles, trucks
and buses with a GVWR of 4,536
kilograms (kg) (10,000 pounds (lb)) or
less, and moved those enhanced
requirements to a new Federal Motor
Vehicle Safety Standard No. 139 for new
pneumatic radial tires for light vehicles.
Requirements for load range C, D, and
E tires used on light trucks and vans
formerly set forth in FMVSS No. 119
were thus moved from that standard to

1Section 10 of the TREAD Act stated that the
Secretary of Transportation shall conduct a
rulemaking to revise and update the tire standards
published at 49 CFR 571.109 and 49 CFR 571.119.
The Act provided that the Secretary shall complete
the rulemaking under this section not later than
June 1, 2002. November 1, 2000, Public Law 106—
414, 114 Stat. 1800.

268 FR 38116; June 26, 2003, Docket NHTSA-03—
15400; response to petitions for reconsideration, 71
FR 877, January 6, 2006, Docket 2005-23439;
technical amendments, 72 FR 49207, August 28,
2007, Docket 2007—29083. See also final rule,
correcting amendments, 73 FR 72357; November 28,
2008, Docket 2007-29083.

FMVSS No. 139.3 The June 26, 2003
final rule changed the title, scope,
purpose and application sections of
FMVSS No. 119 to reflect that the
standard thereafter applied to only tires
for motorcycles and vehicles with a
GVWR greater than 4,536 kg (10,000 1b),
but made no changes to FMVSS No.
119’s performance requirements for
those tires.*

NHTSA stated in the NPRM
developing FMVSS No. 139 that the
TREAD Act deadline to complete the
tire upgrade by June 2002 did not allow
the agency time to study and analyze
sufficiently the different issues
presented by medium and heavy vehicle
tires, and that NHTSA will examine
these types of tires after completion of
the FMVSS No. 139 rulemaking (67 FR
10050, 10061; March 5, 2002). In today’s
document, we are proceeding to propose
to make more stringent FMVSS No.
119’s endurance test, adopt a new high
speed test for several load range tires
used on heavy vehicles, and require that
the tire sidewall be labeled with the
tire’s maximum speed rating.

The agency is initiating this
rulemaking to upgrade radial truck tires
that have a load range of F, G, H, J, and
L, and that are not for speed-restricted
service (“non-speed-restricted service
tires”). Tires used for speed-restricted
service, known as “speed-restricted
service tires,” are those with a maximum
speed rating of 90 km/h (55 mph) or
less. Non-speed-restricted service tires

3The term “load range” with a letter (C, D, E, etc.)
is used to identify the load and inflation limits of
tires used on light or heavy trucks, which increase
in alphabetical sequence. For example, a load range
E tire is able to handle greater loads and higher
inflation pressures than a load range D tire.

4FMVSS No. 119 has been in effect since the
original rule was published in 1973. The original
standard applied to tires used on vehicles other
than passenger cars, which included pickup trucks,
multipurpose passenger vehicles, vans, and heavy
vehicles. As a result of the TREAD Act mandate to
upgrade FMVSS No. 109 and FMVSS No. 119, the
agency revised the applicability of the tire
standards to reflect the weight of the vehicle on
which the tire is used. Given the increased
consumer use to light trucks and vans (LTVs) for
passenger transportation purposes over the past 20
years, the agency believed it was important to revise
the applicability of the standards. As a result, the
new tire standard for light vehicle tires, FMVSS No.
139, which was published in 2003, applies to tires
used on vehicles with a gross vehicle weight rating
of 4,536 kg (10,000 pounds) or less, and FMVSS No.
119 now applies to tires for vehicles with a gross
vehicle weight rating of over 4,536 kg (10,000
pounds). (It is noted that other tires required to
comply with No. 119 are new pneumatic light truck
tires with tread depth of 18/32 inch or greater, light
truck bias-ply tires, bias-ply tires used on vehicles
with a GVWR of more than 4,536 kg (10,000 1b), and
tires for use on special-use trailer (ST, farm
implement and 8-12 rim or lower diameter code).
The tires affected by this rulemaking are those used
on heavy vehicles with a GVWR of more than 4,536
kg (10,000 1b) that are not for speed-restricted
service.)
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are those with a maximum speed rating
above 90 km/h (55 mph). “Maximum
speed rating” is the maximum speed, as
specified by the manufacturer, at which
the tire can carry a load corresponding
to its maximum load rating for single
usage at the corresponding inflation
pressure.> We have commenced this
rulemaking primarily because we have
tentatively determined that the FMVSS
No. 119 performance tests developed in
1973 should be updated to reflect the
increased operational speeds and
duration of truck tires in commercial
service. NHTSA has tentatively
determined that this NPRM would have
a beneficial effect on safety in that it
would increase tire durability as tires
are held to more stringent standards
than currently required.

FMVSS No. 119

FMVSS No. 119 specifies performance
and marking requirements for tires for
use on motorcycles and on motor
vehicles with a GVWR of more than
4,536 kg (10,000 lb). Heavy vehicle tires
regulated by FMVSS No. 119 are used
in a wide variety of vehicle
applications, such as delivery trucks,
line haul trucks, transit buses, and
logging trucks. FMVSS No. 119 includes
a static test for tire strength, and
dynamic tests for tire endurance and
high-speed performance. The endurance
test evaluates resistance to heat buildup
when the tire is run at stepped-up loads
at or near its rated load nonstop for a
total of 47 hours. A high-speed test
evaluates resistance to heat buildup
when the tire is run at a certain
percentage of its maximum load at
stepped-up speeds for a specified
interval at each speed.® FMVSS No.
119’s high-speed performance
requirement applies only to motorcycle
tires and those with a rim diameter code
of 14.5 or less (tires made to fit rims of
diameter of 14.5 inches or less). Since
this size restriction excludes all heavy
vehicle tires currently listed in the Tire
and Rim Association 2009 Year Book,
the endurance test is currently the only
dynamic test to which heavy vehicle
tires must comply.

Today’s NPRM would upgrade
FMVSS No. 119 by proposing to adopt
a more stringent endurance test, add a
new high speed test, and include
maximum speed rating labeling
requirements for new radial tires used
on heavy truck and bus applications,
i.e., load range F, G, H, J, and L tires that

5 This NPRM would define these terms in FMVSS
No. 119 to differentiate the types of service for
which tires are used and the requirements in the
standard that would apply to the different types of
tire.

6 See, e.g., S6.2 of FMVSS No. 139.

are not for speed-restricted service,
which the agency believes comprise
about 98 percent of the truck tires sold
in the United States. These load range
tires are typically used on heavy trucks
for regional haul and long haul
operations as well as on motorcoaches,
and these load range tires have speed
ratings ranging from 55-81 mph. Higher
load range tires (i.e., load ranges M and
N) are more often used in heavy mixed-
use service (on/off-road operations in
lower speed applications), such as
construction, logging, crane, and rigging
operations. However, the agency is also
considering requiring non-speed-
restricted, load range M radial tires to
comply with the upgraded endurance
and new high speed test because some
of these tires are used in similar
applications in which the load range L
tires are used. The agency is not
proposing to upgrade non-speed-
restricted service load range N radial
tires since they represent less than 1
percent of the heavy vehicle tire market
and are typically used in lower speed
operations.

I1. Overview of Endurance Test and
High Speed Test Proposals

The proposed upgrade to the
endurance test and the proposed
adoption of a high speed test are based
on the results of NHTSA’s heavy truck
tire tests, discussed later in the “NHTSA
Tire Testing” section of this preamble.

a. Endurance Test

The purpose of the endurance test is
to evaluate heavy truck tire performance
at highway speeds for a long duration.
The endurance test in FMVSS No. 119
applies to truck tires with load ranges F
through N that are not for speed-
restricted service. The test parameters
used for the endurance test in FMVSS
No. 119 include test speed, load,
inflation pressure, duration, and
ambient temperature. This NPRM
proposes to upgrade the endurance test
by changing some of these parameters to
achieve more stringent conditions when
testing load range F, G, H, J, and L radial
tires that are not for speed-restricted
service. Current endurance test
parameters for load range N radial tires,
load range F, G, H, J, L, M, and N tires
that are for speed-restricted service,
bias-ply tires, light truck tires (tread
depth 18/32 inch or more), and
motorcycle tires, would remain
unchanged in the standard.

Test Speed

The current test speed for the
endurance test in FMVSS No. 119
depends on the load range of the tire.
Load range F tires are tested at 64 km/

h (40 mph) on the 67-inch diameter test
road wheel; load range G tires are tested
at 56 km/h (35 mph); and tires with a
load range H, J, L, M, or N are tested at
48 km/h (30 mph). NHTSA proposes to
raise the test speed for the endurance
test to 80 km/h (50 mph) for load range
F, G, H, ], and L tires. This represents

a 25 percent increase in speed for a load
range F tire, a 43 percent increase for a
load range G tire, and a 67 percent
increase for load range H, J, and L tires
that are not for speed-restricted service.

Load

The current test loads for the
endurance test in FMVSS No. 119,
identical for all the load ranges F
through N, are specified as a percentage
of the maximum load rating of the tire,
and are 66 percent, 84 percent, and 101
percent. The loads are applied in a
stepped fashion for durations of 7 hours,
16 hours, and 24 hours, respectively.
NHTSA proposes to change the load
combination for the endurance test to
85/90/100 percent of the tire’s
maximum load rating labeled on the
tire’s sidewall, from the 66/84/101
percent combination currently required.

Inflation Pressure

The current test inflation pressure
specified in FMVSS No. 119 is the
inflation pressure corresponding to the
maximum load rating labeled on the
tire’s sidewall. NHTSA proposes to set
the test inflation pressure at 80 percent
of the sidewall-labeled inflation
pressure that corresponds to the tire’s
maximum load rating. This represents a
20 percent decrease from the current
endurance test, which requires tires to
be fully inflated.

Duration

The current duration for the
endurance test in FMVSS No. 119 is 47
hours: 7 hours at 66 percent load, 16
hours at 84 percent load, and 24 hours
at 101 percent load. NHTSA proposes to
leave FMVSS No. 119’s endurance test
duration at 47 hours.

Ambient Temperature

The ambient temperature specified for
the endurance test in FMVSS No. 119 is
35 °C (95 °F). NHTSA proposes to add
an ambient temperature tolerance, and
thus proposes an ambient of 35 °C + 3
°C (95 °F £ 5 °F) for the endurance test.

b. High Speed Test

The high speed test evaluates tire
performance at higher speeds for shorter
durations. FMVSS No. 119’s high speed
test currently applies only to motorcycle
tires and to tires with rim diameters of
14.5 inches or below, and does not
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apply to truck tires. The test parameters
used for the high speed test in FMVSS
No. 119 and in other tire standards
include speed, load, inflation pressure,
duration, and ambient temperature. This
NPRM proposes to adopt a high speed
test for load range F, G, H, J, and L tires
that are not for speed-restricted service,
as these are typically installed on
vehicles in regional or long-haul service.
The high-speed test would be initiated
after a 2-hour break-in at 80 km/h (50
mph) and 85 percent of maximum load
rating, with inflation pressure at 90
percent of maximum.

Test Speed

NHTSA proposes to set the test speed
for the high-speed test at the tire’s
maximum speed less 20 km/h (12 mph)
for step 1, maximum speed less 10 km/
h (6 mph) for step 2, and at maximum
speed for the final step. This would be
a new approach for testing tires under
the Federal motor vehicle safety
standards, as motorcycle and passenger
car tires are tested to one unvarying set
of test speeds. The approach proposed
in this NPRM is similar to that used by
the United Nations Economic
Commission for Europe (ECE) tire
Regulations which establish tire test
speeds based on the maximum rated
speed of the tire, and is along the lines
of a suggestion from the Rubber
Manufacturers Association (RMA).”

Load

NHTSA proposes to set the test load
for the high-speed test at 85 percent of
the maximum load rating for the tire.
The maximum load rating would be
based on the tire sidewall marking per
single tire use application.

Inflation Pressure

NHTSA proposes that the high-speed
test inflation pressure be set at 90
percent of the sidewall-labeled inflation
pressure that corresponds to the tire’s
maximum load rating.

Duration

NHTSA proposes a 90-minute
duration for FMVSS No. 119’s high-
speed test, consisting of three 30-minute
speed steps at the proposed test speeds.

Ambient Temperature

NHTSA proposes an ambient
temperature range of 35 °C £ 3 °C (95
°F £ 5 °F) for the FMVSS No. 119 high
speed test upgrade.

7 See Docket No. NHTSA 2002-13707-0016.1,
RMA Perspective on the FMVSS 119 Revisions and
Updates Mandated by the TREAD Act.

ITI. NHTSA Tire Testing
a. Test Program

After passage of the TREAD Act,
NHTSA began testing new heavy truck
tires to assess the performance of
current tires in endurance and high
speed tests, and how load, inflation
pressure, speed and duration affect tire
performance. We tested more than 430
new heavy truck tires with load ranges
G through N that were designed for
commercial vehicle applications. The
tires selected included a mixture of tire
brands, models and sizes.

Testing was performed in two phases.
In Phase I, new load range G tires were
tested for durability (“endurance”) and
robustness at speed (“high speed”).
Since the purpose of Phase I testing was
to assess the current level of
performance for truck tires, the test
matrix for this phase included both
destructive (extended duration) and
non-destructive tests. The purpose of
Phase II testing was to generate data
with which specific proposals could be
developed for an NPRM to upgrade
FMVSS No. 119. In Phase II, the test
conditions were further refined from
Phase I, and the group of tires tested
was expanded to include load ranges H,
J, L and N. Additional testing was also
conducted for tires with load ranges F,
], and L, and speed ratings less than 75
mph.

All of the tires tested were
commercially available at the time of
testing. For both Phases I and I, NHTSA
developed test matrices that included
the performance parameters of speed,
load, inflation pressure, and test
duration. The test matrices were
developed with a series of test
conditions that increased in severity for
tire performance. The ambient
temperature used in the testing for both
Phase I and Phase II was 35 °C £ 3 °C
(95 °F £ 5 °F). All tires were conditioned
at the ambient temperature of 35 °C + 3
°C (95 °F £ 5 °F) for 3 hours prior to
testing. Testing was conducted on a 67-
inch diameter curved test road wheel.®

Phase I Testing

In Phase I, NHTSA conducted testing
on 180 new, size 11R22.5, load range G,

8 Throughout this preamble, we use test speeds in
miles per hour (mph) when presenting the test
matrices, the test conditions, and the test results for
the baseline tests, as specified in the current
FMVSS No. 119. However, for the other tests in
both the endurance and high speed test matrices,
we selected test speeds in kilometers per hour (km/
h) to be consistent with the metrification of the
Federal motor vehicle safety standards. Some of the
Tables presented in the preamble show speeds in
miles per hour only, to facilitate comparison with
the baseline test speeds.

heavy truck tires with a rib-type tread.®
The 11R22.5 tire size was chosen due to
its use in on-road applications for heavy
vehicles: tire size 11R22.5 represents
approximately 24 percent and 22
percent of the original equipment and
replacement tire markets, respectively.
We tested tires from brands Hankook,
Dayton, Bridgestone, and General, all
with tire size 11R22.5, load range G, and
rib-type treads. Based on suggestions 10
from the Rubber Manufacturers
Association (RMA), the Tire Industry
Association (TTIA), and the Tread
Rubber/Tire Repair Materials
Manufacturers Group (TRMG), we tested
only rib-type tires, typically used on
steer axle and trailer axle positions, to
focus on a single tread type. Tires were
tested to determine levels of endurance
and high-speed performance under a
variety of test conditions.

Phase I Endurance Test:

For the endurance test, we selected
120 new load range G tires from
Hankook, Dayton, Bridgestone and
General. The Phase I endurance test
matrix consisted of 10 groups of varied
test conditions, or “Test Methods,” 11 as
shown below in Table 1, “Phase I
Endurance Test Matrix.” Other than in
Test Methods 1 and 1A, three samples
of each tire brand were tested for each
Test Method (TM) in the matrix. Test
Method 1 used one sample of each tire
brand, and Test Method 1A used two
samples of each tire brand.

Each TM consisted of a combination
of the selected tire load, inflation
pressure, test speed, and a specified
duration at each load condition. Testing
was performed so that each TM varied
in severity by changing the load,
inflation pressure or speed.

The applied test loads ranged from 66
percent of the maximum load rating to
110 percent of the maximum load
rating. The loads used are similar to
those used in the light vehicle tire
research program that was conducted in
2001-2002 to support the upgrade of the
endurance test for FMVSS No. 139. The
stepped-up load combinations included
85, 90, and 100 percent; 90, 100, and
110 percent; and 100, 110, and 115
percent, which allowed the agency to
understand limits of performance for
light vehicle tires, including light truck
tires with load ranges C, D, and E. For
this research on medium and heavy
duty truck tires, the agency also wanted

91In the tire size description, the “11” represents
the tire section width in inches, the “R” identifies
the tire as a radial tire, and the “22.5” represents
the tire rim diameter code, which equates to a rim
diameter of 22.5 inches.

10 See Docket No. NHTSA-2002-13707.

11 Test Method 1A is considered a part of Test
Method 1.
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to understand the upper limits of
performance for these tires when they
are tested at normal loading conditions
and at loads beyond their maximum
load rating. As a result, we included
stepped-up loads to 90/100/110 percent
of the maximum load rating of the tires,
since this represents an overloading
condition for a truck tire on the test
road-wheel.

Inflation pressures ranged from 80 to
100 percent of the maximum inflation
pressure stated on the sidewall of the
tires. The current endurance test in
FMVSS No. 119 requires that the tire be
tested at 100 percent of its maximum
inflation pressure, but the agency sought
to evaluate truck tires’ performance

when tested at some level of under-
inflation, because that condition is
occurring in real-world operation.2 We
chose 80 percent of the maximum
inflation pressure as the lowest value for
this testing, primarily because the truck
industry considers a tire at that level of
under-inflation to be significantly
under-inflated.

The test speeds ranged from 56 km/
h (35 mph) to 120 km/h (75 mph),
which we believe represented the
typical operating range of speeds for
trucks using tires with the specified

12 See Federal Motor Carrier Safety

Administration, Final Report, “Commercial Vehicle
Tire Condition Sensors,” November 2003, at 7.

load ranges. Each tire was conditioned
at the ambient test temperature of 35 °C
+3 °C (95 °F + 5 °F) for three hours. No
break-in procedure was performed on
tires tested for endurance performance
since none is performed in the existing
FMVSS No. 119 endurance test
procedure. Table 1, “Phase I Endurance
Test Matrix,” below shows the test
parameters used for the endurance test
in Phase I and the structure of the test
duration for the three samples in each
Test Method. We note that for TMs 2—
9, tire sample number 3 was tested for
an additional amount of time after the
rest of the TM was completed, which is
why Table 1 shows an extra line for
sample number 3 for these TMs.
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Table 1 - Phase I Endurance Test Matrix

Test Method Sample Load Load Duration Speed Inflation
# No. Step (%Max) (hours) (mph) (Y%Max)
1 66 7
2 1 ~
1 11 - 84 6 35 100
3 101 24
4 110 48
1 66 7
1A - 12 2 84 16 50 100
3 101 24
4 110 48
1 85 7
112 2 1
2 % 6 55 90
3 100 24
4 100 48
1 90 7
112 2 1
3 00 16 55 90
3 110 24
4 110 48
1 85 7
12 2 1
4 % 6 63 90
3 100 24
4 100 48
1 90 7
112
5 2 100 16 63 %
3 110 24
4 110 48
1 85 7
1]2 2
6 % 16 55 80
3 100 24
4 100 48
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1 90 . 7
11213 2
7 100 16 55 80
3 110 24
3 4 110 48
1 85 7
11213 2
8 90 16 63 80
3 100 24
3 4 100 48
1 90 7
11213 2
9 100 16 63 80
3 110 24
3 4 110 48
1 90 7
10 11213 2 100 16 75 100
3 110 24
4 110 48

The test parameters for the baseline
tests (Test Method 1, load step 1-3)
represent the current FMVSS No. 119
level for the endurance test. The tires
(one sample of each tire brand) were
tested at 56 km/h (35 mph), with a load
of 66 percent of maximum load rating
for 7 hours, 84 percent of maximum
load rating for 16 hours, 101 percent of
maximum load for 24 hours, and with
an inflation pressure of 100 percent of
the maximum inflation pressure value
labeled on the sidewall. After the end of
the 47-hour test, the tires were tested for
an additional 48 hours, at a load of 110
percent of maximum load rating, and
with the test parameters of speed,
inflation pressure, and ambient
temperature unchanged. Therefore, the
total duration for the baseline
endurance tests in Test Method 1 was
95 hours (47 hours per FMVSS No. 119
plus an additional 48 hours).

There were no failures in the baseline
tests completed on the first of three
samples for each tire brand. We then
conducted a second baseline test by
increasing the test speed for the
remaining two samples to 80 km/h (50
mph) for the entire test, as shown in
Test Method 1A. The inflation pressure
and load parameters for the second
baseline test were the same as in Test

Method 1. The test load for the
remaining two samples was 110 percent
of maximum load rating for the last 48
hours of the test. The objective of the
baseline tests in Test Method 1A was to
determine how well tires performed
under conditions slightly more stringent
than the current endurance test in
FMVSS No. 119.

As shown in Test Methods 2 through
9 (Table 1, above), test severity was
increased by increasing the test speed,
increasing the test loads, and reducing
the inflation pressure. Road-wheel tests
(not to failure) were conducted for 47
hours on two samples. The third sample
was tested to 95 hours or until failure,
whichever occurred first, with the load
for the last 48 hours of the test being the
same load applied in the last step for the
47-hour portion of the test.

All tires were inspected for belt
separation, tread separation, and any
other visual evidence of damage. For
Test Method 10, all three tire samples
were tested to 95 hours or until failure,
whichever occurred first.

Phase I Endurance Test Results:

Of the 120 new tires tested for
endurance performance under a variety
of test conditions, 24 experienced
failures. Of the 24 failures, 15 failed as
a result of tread separation, 2 failed as

a result of belt separation; 2 failed as a
result of shoulder split; and 2 failed as
a result of chunking. The remaining 3
failures consisted of other failure types
such as tread splitting and sidewall
separation. Table 2, “Phase I Endurance
Test Results,” summarizes the results for
the endurance test on the four tire
brands tested. Data for individual tests
have been placed in the docket
(NHTSA-2002-13707).

The Test Methods included in Table
2 are the same test methods for which
the test conditions are shown in detail
in Table 1. The test results in Table 2
show that the first sample for each of
the four tire brands completed 95 hours
for the baseline test in Test Method 1.
The remaining two tire samples for each
brand were tested to Test Method 1A,
using the same test parameters, except
for the test speed, which was increased
from 56 km/h (35 mph) to 80 km/h (50
mph). Also note that for Test Methods
2 through 10, the first two samples of
each Test Method were tested to 47
hours, while the third sample was tested
to 95 hours. Four test errors occurred,
where the test road-wheel stopped due
to equipment or mechanical failure.
These test errors are noted in Table 2
with an asterisk.



Federal Register/Vol. 75, No. 188/ Wednesday, September 29, 2010/ Proposed Rules 60043
TABLE 2—PHASE | ENDURANCE TEST RESULTS
Tire brands (hours completed)
Target (hours) Hankook Dayton Bridgestone General
Test Method No. Sample No.
1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
95 | | s 95 | e | s 95 | i | s 95 | | e 95 | s | e
........ 95 95 | e | 95 95 | .. | 95 95 | e | 95 95 | e | 95 95
47 47 95 47 47 95 47 47 95 47 47 95 47 47 95
47 47 95 1 47 95 47 47 95 47 47 95 47 47 95
47 47 95 47 47 95 47 47 37 47 47 37 47 47 95
47 47 95 47 47 95 43 44 53 47 44 95 47 47 95
47 47 95 47 47 95 47 47 95 47 47 95 47 47 95
47 47 95 47 47 95 47 47 69 47 47 95 47 47 95
47 47 95 47 44* 95 47 47 95 47 47 92 47 47 32
47 47 95 47 47 95 28 28 23 47 47 95 42 47 41
47 47 95 12 50 46* 27 3 14 31* 27 30 25 36 24

Note: * Test error.

Overall, the tires tested performed
well throughout the endurance test
matrix, particularly Test Methods 1
through 8, for which each tire brand had
at least one sample that completed 47
hours of those Test Methods. The results
indicate that decreased inflation
pressure and increased speed of Test
Method 9, and the even higher speed of
Test Method 10, define the upper
boundary of current new tire
performance. For Test Methods 8 and 9,
the inflation pressure was decreased to
80 percent of maximum inflation
pressure, and the test speed was
increased from 88 km/h (55 mph) to 100
km/h (63 mph). In addition, the test

loads were increased in Test Method 9
to 90/100/110 percent of the tire’s
maximum load rating. For Test Method
10, inflation was increased to 100
percent and test speed raised to 120 km/
h (75 mph), the same test speed used in
the endurance test for light vehicle tires
in FMVSS No. 139. The results indicate
that higher speeds and lower inflation
pressure appear to have the most impact
on tire failure compared with changes in
test load or duration.

Phase I High Speed Test:

We tested 60 new load range G tires
from major tire manufacturers Hankook,
Dayton, Bridgestone, and General for
high speed performance. Since the

FMVSS No. 119 high speed
requirements currently apply only to
tires with a rim diameter code of 14.5
or less and to motorcycle tires, the
performance levels for the high speed
baseline tests in our heavy truck tire test
program (see Test Method A of Table 3
below, “Phase I High Speed Test
Matrix”) were set at the FMVSS No. 119
levels of performance for those tires,
simply as a starting point for the test
program. Test conditions were varied to
produce different levels of severity by
changing the load, inflation pressure
and speed. See Table 3, “Phase I High
Speed Test Matrix,” below for a
summary of the high speed test matrix.
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Table 3 - Phase I High Speed Test Matrix
Test Method Sample Speed Duration Inflation Load
# No. Step Speed (mph) (min) (%Max) (%Max)

1 75 30
2 80 30
3 85 30

A 112]3 100 88
4 90 30
5 95 30
6 100 30
Total Time (hrs): 3.0
1 75 30
11213 2 1 0

B 8 3 95 80
3 88 30
-1 -13 4 88 60
Total Time (hrs); 23
1 75 30

C 1{213 2 81 30 95 90
3 88 30
-1-13 4 88 60
Total Time (hrs): 2.5
1 75 30

2 N

D 1 3 2 81 30 90 80
3 88 30
-1-13 4 88 60
) Total Time (hrs): 2.5
1 75 30

E 23 2 81 30 90 90
3 88 30
-1 -13 4 88 60
Total Time (hrs): 2.5

Test severity, as defined by more
severe running conditions (i.e. increased
load, higher speed, or reduced inflation
pressure), increased from Test Method
A to Test Method E. In Test Method A,
the first three speed steps represent the
current conditions in FMVSS No. 119
(specified for applicable tires) and the
next three test speeds represent speed
conditions beyond those currently in
FMVSS No. 119. The tires were tested
to a stepped-up speed profile starting at
120 km/h (75 mph), with a load
condition of 88 percent of maximum
load rating for 30 minutes. The test
speed was increased in 5-mph
increments every 30 minutes until
failure or a speed of 160 km/h (100
mph) was achieved, whichever occurred

first. Therefore, the target completion
time for the baseline high speed test was
3 hours for a total of six speed steps for
Test Method A only. The primary
reason for testing beyond 137 km/h (85
mph) in the baseline tests was to assess
the upper boundary of high speed
performance for heavy truck tires.

The initial test speed for Test
Methods B through E was set to 120 km/
h (75 mph), and increased to 130 km/

h (81 mph) and 140 km/h (88 mph) in
30-minute intervals for a total of three
test steps. The 10-km/h increments were
used to increase the speed severity
moderately for tire samples as they
advanced through the different test
methods. For each tire brand tested, the
first two samples were tested for three

30-minute speed steps, for a total test
duration of 1.5 hours. The third sample
was tested for an additional hour at the
last speed step of 140 km/h (88 mph),
resulting in a test duration of 2.5 hours.

The test load was based on the
maximum load rating for the subject tire
as labeled on the sidewall. The test load
ranged from 80 percent of maximum
load rating to 90 percent of maximum
load rating. Inflation pressures ranged
from 90 percent to 100 percent of
maximum pressure labeled on the
sidewall.

Each tire was conditioned for the test
at an ambient temperature of 35 °C £ 3
°C (95 °F £ 5 °F) for three hours, and
then broken in for two hours under 88
percent of maximum load and 100
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percent maximum inflation pressure at
80 km/h (50 mph).13 The tire was
allowed to cool to 35 °C = 3 °C (95 °F

+ 5 °F) and the inflation pressure was
adjusted to applicable pressure
immediately before the test. The break-
in procedure was performed to bring the
tire to operating temperature, which
allows the tire to flex, expand and
contract such that air within the tire
may fully permeate into the tire cavity.
The break-in procedure also removes
mold release agents and flashings

produced by the molding process,
which could contribute to variability in
the test.

At the completion of the test, tires
were visually inspected for belt
separation, tread separation, and
evidence of damage.

Phase I High Speed Test Results:

Of the 60 new tires tested for high
speed performance under a variety of
test conditions, 7 experienced test
failures. Of these 7 failures, 4 failed as
a result of tread chunking, 2 failed as a

result of tread separation, and 1 failed
due to belt separation. Most of these
failures occurred in Test Method A at
test speeds of 152 km/h (95 mph) or at
160 km/h (100 mph). Table 4 below,
“Phase I High Speed Test Results (Hours
Completed),” shows how the tires
performed, as tested under each test
method. The Test Methods included in
Table 4 are the same Test Methods for
which the test conditions are shown in
detail in Table 3.

TABLE 4—PHASE | HIGH SPEED TEST RESULTS (HOURS COMPLETED)

Tire Brands (hours completed)
Target hours Hankook Dayton Bridgestone General
Test Method Sample No.
1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
3.0 3.0 3.0 3.0 3.0 3.0 2.3 2.8 25 2.9 3.0 2.9 3.0 3.0 2.8
1.5 1.5 25 1.5 1.5 2.5 1.5 1.5 25 1.5 1.5 25 1.5 1.5 25
15 15 25 1.5 15 25 15 1.5 25 15 15 2.5 15 15 25
1.5 1.5 25 1.5 1.5 2.5 1.5 1.5 25 1.5 1.5 25 1.5 1.5 25
15 15 25 1.5 15 25 15 1.5 1.8 15 15 2.5 15 15 25

Test Method A was extended so that
samples would be tested to the baseline
FMVSS No. 119 conditions and then
tested at increased speeds. For Test
Method A, speed was increased beyond
the FMVSS No. 119 test speeds to 90,
95, and 100 mph, in 30-minute
increments (the total test duration target
was three hours). Inflation pressure and
load were unchanged. Each sample was
tested at 88 percent of maximum load
rating, 100 percent inflation pressure
and to speeds that were increased in 30-
minute increments to a stepped profile,
initiating at 120 km/h (75 mph) and
concluding at 160 km/h (100 mph) or
failure, whichever occurred first.

Overall, the new tires tested to the
high-speed matrix performed well, as
shown in Table 4. All of the 7 tires that
failed completed at least 1.5 hours,
which represents the first three 30-
minute speed steps of the targeted test
duration. Test Method A was designed
to test tires to 100 mph or failure,
whichever occurred first. The results for
Test Method A reveal that all of the tires

were able to withstand speeds of up to
90 mph, when inflated at 100 percent of
maximum inflation pressure. The
results also show that all of the tires
tested to Test Methods B through E were
able to complete the 1.5 hours at test
speeds of 120, 130, and 140 km/h (75,
81 and 88 mph). In addition, when
tested to an additional hour at the last
speed step of 140 km/h (88 mph), all the
tires tested, except one Dayton tire, were
able to complete the entire 2.5 hours of
the high-speed test.

Phase II Testing

While Phase I testing provided
NHTSA with a general understanding of
the current level of performance for new
heavy duty truck tires, Phase II testing
refined the test matrices to develop
possible, practicable, proposals to
upgrade the endurance and high speed
tests in FMVSS No. 119. In Phase 1I,
NHTSA tested 365 new tires. Testing
also was expanded to include test tires
of additional tire sizes (385/65 R 22.5
and 315/80 R 22.5), load ranges (F, H,

TABLE 5—PHASE Il TIRE INFORMATION

J, L, and N tires, and load range G “bias
ply” type tires), brands from other
manufacturers (Continental, Goodyear,
Michelin, Kumho, and Yokohama), and
steer, drive, and all-position tread types,
as shown in Table 5.

These tires included speed ratings
ranging from 56 mph to 75 mph. Most
of the tires were tested for both
endurance performance and for high-
speed performance. Some tire models
were tested in 2005, and certain tire
models tested were retested in 2008 to
validate their performance. In the
results section, superscripts were used
to identify which tires were tested first.
FMVSS No. 119 does not apply to
speed-restricted service and bias-ply
tires, therefore those tires were not
included in the costs and benefits
analysis section. The data for those tires
were collected to learn about their
performance levels. Of the 365 tires
tested, 159 tires were tested to the
proposed methods. Seventy-eight tires
were tested for Endurance and 81 were
tested for High Speed performance.

Group No. Manufacture/model Tire size and LR Ma()r(n%%?ed Application
T o Goodyear G647 RSS ......ooooiiiiiieiee e 225/70R19.5 LR F oo 75 | Regional/P&D
2 e Michelin XRV ..ooooiiiiiiinincreeeeeese e 225/7T0R19.5 LR F ..ooviiiiieciceeiee 75 | Long haul
3 s Bridgestone R293 ..o 11R245LR G ..o 75 | Long haul

13 Traditionally, a high speed test has an initial
break-in step that involves a tire running on the

roadwheel under specified conditions to allow for
tire growth. The endurance test does not need a

break-in step primarily because the 47-hour test
duration allows time for break-in during the test.
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TABLE 5—PHASE |l TIRE INFORMATION—Continued

Max speed

Group No. Manufacture/model Tire size and LR (mph) Application
Bridgestone M1X 711 ..o 11R24.5 LR G ..oeeeieeeeeecceeeee 75 | Long haul
General D460 ................ 11R245 LR G .ooeieeieeeeee 75 | Long haul
Michelin XZY3 .. 11R245 LR G .o 65 | Mixed service
General S580 ... 11R245 LR H .o 75 | Long haul
Goodyear G167 .... 11R245 LR H oo 75 | Long haul
Goodyear G395 ............. 11IR245 LR H oo 75 | Long haul
Goodyear Marathon LHT ... 245/70R17.5 LR H oo 62 | N/A
Kumho 943 ............c.c.. 11IR245 LR H oo 75 | Regional/P&D
Kumho KRSO02 ...... 11R245 LR H .o 75 | N/A
Yokohama TY303 .... 11IR245 LR H oo 75 | Long haul
Yokohama RY023 ......... T1R245 LR H e 75 | Long haul

Bridgestone R184 CZ ....
Bridgestone L320 ..........
Goodyear Unisteel G291
Goodyear G286 (wb) .....
Michelin XZY3 (wb) ....
Michelin XTA .............
Kumho KRTO02 ...............
Yokohama RY253 (wb) .
Continental HMS 45+ ...
Michelin XZUS ...............
Michelin XZA2 Energy ...
Milestar TRX (bias-ply) ..

Prime X Rockmaster .........ccccccvveeeiiiiiiiniennennn.

215/75R17.5 LR H ..
11.00R24.5 LR H ....
315/80R22.5 LR J ...
385/65R22.5 LR J ...
385/80R22.5 LR J ...
215/75R17.5 LR J ...
235/75R17.5 LR J ...
385/65R22.5 LR J ...
315/80R22.5 LR L .....
315/80R22.5 LR L .....
315/80R22.5 LR L .....
N/ALRG ..

NALRN ...,

...... 65 | High Load Trailer
...... 65 | Mixed service
...... 75 | Regional/P&D
...... 68 | Mixed service
...... 65 | Mixed service
...... 62 | L. haul/Regional
...... 62 | Regional/P&D
...... 65 | Long haul

...... 56 | Mixed service
...... 65 | Regional/P&D
...... 75 | Long haul

...... N/A | N/A

......................... N/A | N/A

Note: (wb) means it is a wide-base tire; * means speed-restricted service tire.

Phase II Endurance Test
NHTSA tested new tires with load

the Phase I results. We varied the
severity of the test conditions by
adjusting load, inflation pressure and/or

ranges F, G, H, J, L and N from several speed. For each test method, the test

major tire manufacturers. Table 6,

load was stepped-up through 85, 90,

“Phase I Endurance Test Matrix,” shows and 100 percent of maximum load
the endurance test conditions used for rating. Inflation pressures ranged from

Phase II testing. These test conditions

80 percent to 90 percent of maximum

were selected based on our analysis of inflation pressure stated on the

sidewall. Test speeds ranged from 80
km/h (50 mph) to 100 km/h (62 mph).
Each tire was conditioned at ambient
temperature 35 °C £ 3 °C (95 °F = 5 °F)
for three hours. All the tires were tested
for a total duration of 71 hours
consisting of the 47 hours of the current
FMVSS No. 119 endurance test plus an
additional 24 hours.
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Table 6--Phase Il Endurance Test Matrix

Test * . .
Load **Duration Speed *Inflation
Me;hod Samples Load Step (%Max) (hours) (km/h) (%Max)
1 85 7
2

1 3 20 16 80 90
- 3 100 24
4 100 24
1 85 -7

2 3 2 20 16 80 80
3 100 24
4 100 24
1 85 7

3 3 2 20 16 90 90
3 100 24
4 100 24
1 85 7

4 3 2 20 16 90 80
3 100 24
4 100 24
1 85 : 7

5 3 2 20 16 100 90
3 100 24
4 100 24
1 85 7

6 3 2 20 16 100 80
3 100 24
4 100 24

Note: * Percent of sidewall maximum; ** Total hours per test method is 71

The results of the endurance tests for
new tires in Phase I indicated that
higher speeds and lower inflation
pressure appear to have the most impact
on tire failure compared with changes in
test load or duration. Based on these
results, in the Phase II program NHTSA
decided to moderately increase the
severity of its endurance test matrix
over the current requirements in FMVSS
No. 119. The least severe test condition,
Test Method 1, had the lowest test
speed (80 km/h or 50 mph), and the
highest inflation pressure (90 percent of
maximum inflation pressure). The most
severe test condition, Test Method 6,
had the highest test speed (100 km/h or

62 mph), and the lowest inflation
pressure (80 percent of maximum
inflation pressure).

Phase II Endurance Test Results

Tables 7 through 14 of this preamble,
below, summarize the results of the
endurance testing in Phase II. The
results indicate that as the test severity
increased, in going from Test Method 1
to Test Method 6, tire failure rate
increased. Tires tested under Test
Method 1 were more likely to achieve
the target of 71 hours compared to tires
tested to Test Method 6. All of the load
range G (radial) and H tires tested under
Test Methods 1 and 2 achieved the
target of 71 hours, whereas only a few

of the load range G tires and none of the
load range H tires tested to Test
Methods 5 and 6 were able to achieve
the target of 71 hours. The dashes in the
tables represent Test Methods that were
not performed for that specified tire.

Three tire groups (Nos. 10, 20, and 21)
were speed-rated 62 mph. These groups
were tested with a variation in speed.
Samples #1 from these three tire groups
were tested at 50 mph. If sample #1 did
not complete the 71-hour test, sample
#2 was tested at 45 mph and sample #3
was tested at 40 mph. If sample #1
completed the 71-hour test at 50 mph,
the remaining samples were tested at
the same speed.
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TABLE 7—PHASE Il ENDURANCE TEST RESULTS, LOAD RANGE F

Proposed (hours)

Tire Brands (Hours Completed)

Goodyear 647 RSS Michelin XRV
Test Method No. Sample No.
1 2 3 1 2 3 1 2 3
2SO P PRSPPI 47 47 47 71 71 71 71 71 71
TABLE 8—PHASE || ENDURANCE TEST RESULTS, LOAD RANGE G
Tire Brands (Hours Completed)
Proposed (hours) Bridgestone Bridgestone MIX General D460—
R293—Steer 711—Drive Drive
Test Method No. Sample No.
1 2 3 1 2 3 1 2 3 1 2 3
1 47 47 47 71 71 71 71 71 71| o | e | s
2 47 47 47 71 71 71 71 71 71 71 71 71
3 47 47 47 71 71 71 71 71 B5 | oo | s | s
4 . 47 47 47 71 71 71 71 71 /4 T RSSO B
5 47 47 47 71 71 44 40 37 1< 722 S T
6 47 47 47 24 71 33 33 33 34 | | e | s
TABLE 9—PHASE |l ENDURANCE TEST RESULTS, LOAD RANGE H
Group Samples (Hours Completed)
Proposed (hours) Goodyear G395— Goodyear G167— | Kumho 943—Drive Kumho KRS02— Yokohama
Steer Drive Drive RY023—Steer
Test Method No. Sample No.
1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
47 47 47 71 71 71 71 71 71 /4 N OUUUUOUR ERVUUPRPRN (RVUURRUVI INPUVPUPTRRN ERPPRUUUPPIN IPUPPUTUPI IROUPPR BFPTRRRRN
47 47 47 71 71 71 71 71 71 71 71 71 71 71 71 71 71 71
47 47 47 41 35 50 46 69 /4 N ERPOUUOTOR EROUUR (RVUPTRVOPIN IRPUUPPPTORN INOTOUPUPIE RUUPRRUPI IPUUPPPPN IRUUTRUUPR IPURRRON
47 47 47 71 55 56 47 48 56 | eeeiie | vreeeen | e | e | eveeees | e | e | e | e
47 47 47 18 19 19 24 5 27 | i | e | e | e | e | e | e | e | e
47 47 47 13 25 17 19 8 T | i | e | e | e | | e | e | e | e

TABLE 10—PHASE || ENDURANCE TEST RESULTS, LOAD RANGE H

Proposed (hours)

Group Samples (Hours

Completed)

Goodyear Marathon

Bridgestone R184

Bridgestone L320

Yokohama TY303

General S580

LHT Ccz
Test Method No. Sample No.
1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
PRSPPSO 47 47 47 22 30 35 71 71 71 71 71 71 71 71 71 71 71 71

Samples 2 and 3 from Goodyear LHT were tested at 45 and 40 mph.
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TABLE 11—PHASE Il ENDURANCE TEST RESULTS, LOAD RANGE J

Proposed (hours)

Tire Brands (Hours Completed)

Yokohama RY253 Goodyear G286

1Michelin XZY3

Goodyear Unisteel 2Michelin XZY3

(wb)—All Pos. (wb)—Steer (wb)—All Pos. G291 (wb)—All Pos.
Test Method No. Sample No.
1 2 3 1 2 3 1 2 3 1 3 1 2 3 1 2 3
47 47 47 71 71 71 7 4 7 71 /4 N OO IR IRVUUTRROI IRPUOUPP IRPPTURRRS RPRPN
47 47 47 71 71 71 7 5 7 65 44 71 71 71 71 71 65 71
47 47 47 55 45 42 2 2 5 6 70 44 | | e | e | e | e | e
47 47 47 42 43 [CZ S IR PPN IRPUTRVOVI IRPUUUUTPR IROUPPPIN IPUPRYOPI IRPUUURPTN INPRUUPRI EPUPPTRUPI IPUUUUPPTN INPPRR PPRN

Superscripts 1 and 2: 1 represents tires tested in 2005; 2 represents tires tested in 2008.

TABLE 12—PHASE Il ENDURANCE TEST RESULTS, LOAD RANGE J

Test Method No.

Group Samples (Hours Completed)
Proposed (hours) | 2Yokohama RY253 Michelin XTA Kumho KRT02
(wb)
Sample No.
1 2 3 1 2 3 1 2 3 1 2 3
............. 47 47 47 71 71 71 71 71 71 27 56 71

Samples 2 and 3 from Kumho KRTO2 were tested at 45 and 40 mph.

TABLE 13—PHASE Il ENDURANCE TEST RESULTS, LOAD RANGE L

Tire Brands (Hours Completed)

Proposed (hours) 1Conti. HMS45 + 1Michelin XZUS— 1Michelin XZA2 Conti.HMS45 + — 2Michelin XZUS—
Steer All Pos. Energy—All Steer All Pos.
Test Method No. Sample No.
1 2 3 1 2 3 1 2 3 1 3 1 2 3 1 2 3
47 47 47 19 21 20 30 28 [ 1C TN IR IRV IVUTRROVI IRPUUPPPTRR IO RUUPRRUPI IPUOUPP IPUUPR IURRS
47 47 47 29 20 30 30 32 48 64 59 56 55 | 46.7 | 43 55 40 41
47 47 47 8 9 A | i | e | e | e | e | e | e | e | e | e | e | e
47 47 47 14 14 17 | i | v | i | v | v | e | e | | e | e | e | e
47 47 47 3 2 1< TN UUUPUORN EPUPURVRURN EPPORVURPRN IPURORVIN EORVOVURIN EUUPRORVRN IRSOORVURPRS EVUPRTOTR EPRURVPIN EPPPUTTR ESPOTUPPR EOVRN
47 47 47 4 4 B | i | e | e | i | e | e | e | e | e | e | e | e

Note: Superscript 1 represents tires tested in 2005, 2 represents tires tested in 2008.

TABLE 14—PHASE Il ENDURANCE TEST RESULTS, LOAD RANGE G BIAS PLY (TRAILER APPLICATION) AND N

Tire Brands (Hours Completed)

Proposed (hours) (G-Bias) Milestar (G-Bias) Milestar (G-Bias) Milestar (N) Prime X

TRX TRX TRX Rockmaster

Test Method No. Sample No.

1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
47 47 47 71 71 71 71 71 70 71 71 64 5 6 4
47 47 47 52 10 48 71 66 62 71 53 67 | e | e | s
47 47 47 45 71 35 54 67 55 3 71 71| e | e | e

Test results also indicate that some
higher load range J, L, and N tires were
overall less likely to achieve their target
of 71 hours than the load range G and
H tires. Some load range J and L tires
are also used on inter-city coach buses
(motorcoaches), which are operated at
highway speeds. (Tire industry data
show that load range J and L tires
comprise 8 percent of the new truck tire

market share (see Docket NHTSA—2002—
13707, item 18.1).) Nineteen out of the
24 (79%) load range J tires met the
proposed 47-hour test. Five out of the 9
(56%) load range L tires tested met the
proposed conditions. The load range J
and L tires we tested had speed ratings
ranging from 62 to 75 mph, and all 9
tires speed-rated 75 mph met the
proposed 47-hour endurance test

requirements. The agency assumes that
most load range J and L tires are speed-
rated 75 mph, and that the tires would
thus meet the proposed endurance
requirements. The agency is seeking
comment on the percentage of these
tires that are speed-rated 75 mph.

All of the tires were not tested to
every test method for several reasons.
For load range G and H tires, the
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Bridgestone and Goodyear tires were
tested to Test Method 1 through Test
Method 6. The Continental D 460,
Kumho 943, Kumho KRS02, and
Yokohama RY023 tires were not tested
to Test Method 1 and Test Methods 3
through 6, primarily because failures
from the other groups began to surface
when tested to Test Method 3. In similar

fashion, tires for load range J, L, N, and
G (bias ply), were not tested once a
pattern of failures indicated that a
particular test method was beginning to
result in failures for those tires.

Phase II High Speed Test

Based on the results of the high speed
tests of new tires in Phase 1,14 we

revised the high speed test matrix for
Phase II by reducing the test speeds to
speeds that are more representative of
the upper limit for heavy vehicle
application. Table 15 below summarizes
the test conditions used for the high
speed test in Phase II.

Table 15 - Phase II High Speed Test Matrix

Test : . .
Speed Duration | Inflation | Load
Me:#hod Samples Step Speed (km/h) (min) (%Max) | (%Max)

1 100 30

A 3 2 110 30 95 90
3 120 30
4 120 60
Total Time (hrs): 2.5
1 100 30

B 3 2 110 30 90 90
3 120 30
4 120 60
Total Time (hrs): 2.5
1 100 30

c 3 2 110 30 95 85
3 120 30
4 120 60
Total Time (hrs): 2.5
1 100 30

D 3 2 110 30 90 85
3 120 30
4 120 60
Total Time (hrs): 2.5

We tested new tires of load ranges F,
G, H, ], and L from several major tire
manufacturers. Test conditions varied in
severity by adjusting load, inflation
pressure and/or speed. The applied load
was based on the single maximum load
for the subject tire, stated on the
sidewall. The applied load ranged from
85 percent of maximum load rating to
90 percent of maximum load rating. In
Test Method (TM) C, the least severe
test method, the test load was set to 85
percent of maximum load rating, and
inflation pressure at 95 percent of
maximum. In the most severe Test
Method (B), the load was set at 90
percent of maximum load rating, and
inflation at 90 percent of maximum.

14 Most failures occurred in Test Method A at test
speeds of 152 km/h (95 mph) or at 160 km/h (100
mph).

Inflation pressures ranged from 90
percent to 95 percent of maximum
pressure stated on the sidewall.
Generally, test speeds were 100/110/120
km/h (62/68/75 mph). Each tire was
conditioned at an ambient temperature
of 35 °C £ 3 °C (95 °F + 5 °F) for three
hours, broken in for two hours at 80 km/
h (50 mph) under 88 percent of
maximum load rating, and then run for
duration of 2.5 hours. The duration for
the final speed step of 120 km/h (75
mph) was 1.5 hours, which represents
an additional hour beyond the normal
speed step of 30 minutes.

Phase II High Speed Test Results

Tables 16 through 24, below,
summarize the results of the high-speed

test for new tires tested in Phase II, and
indicate that heavy truck tires
performed well under the test matrix of
Phase II. For the 138 tires tested for
high-speed durability, only 10 tires
failed to meet the set target of 2.5 hours
at speed. For example, the Goodyear
Drive tire samples 1, 2, and 3 (load
range H) under Test Method C,
completed 2.5, 2.4 and 2.1 hours,
respectively (see Table 17). Similarly,
the same tire brand completed 2.1, 2.4
and 1.9 hours under Test Method B.
Eighty-one out of the 138 tires were
tested to the proposed high speed
requirements. Ninety-nine percent (80/
81) met the 1.5-hour proposed
requirement, Test Method D. Several
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tire models from Bridgestone and
Goodyear tire brands were tested first
and yielded very positive results under
Test Methods C and D, which were less

severe because of the lower loading
conditions. Additional tire brands
(Bridgestone, Continental, Michelin,
Kumho and Yokohama) were tested to

TABLE 16—PHASE Il HIGH SPEED TEST RESULTS, LOAD RANGE F

Test Methods C and D to validate the
test conditions for use in a potential
upgrade for the heavy truck tire
standard.

Tire Brands (Hou

rs Completed)

Target (hours) Goodyear 647 Michelin XRV—AIl
RSS—Steer Pos.
Test Method No. Sample No.
1 2 3 1 2 3 1 2 3
5 PSP UPPOPR PSPPI 25 25 25 2.5 25 25 25 2.5 25
TABLE 17—PHASE |l HIGH SPEED TEST RESULTS, LOAD RANGE G
Tire Brands (Hours Completed)
Target Hours Bridgestone Bridgestone MIX General D460— Michelin XZY3
R293—Steer 711—Drive Drive
Test Method No. Sample No.
1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
25 2.5 25 25 25 2.5 25 25 2.5 | i | e | e | e [ e | e
25 2.5 2.5 25 25 25 25 25 25 | s | e | e | e | e | e
25 2.5 25 25 25 2.5 25 25 25 2.5 25 25 25 2.5 25
25 2.5 2.5 25 25 2.5 2.5 25 25 2.5 2.5 25 25 2.5 2.5
TABLE 18—PHASE Il HIGH SPEED TEST RESULTS, LOAD RANGE H
Tire Brands (Hours Completed)
Target Hours Goodyear G395— | Goodyear G167— | Kumho 943—Drive Kumho KRS02— Yokohama
Steer Drive Drive RY023—Steer
Test Method No. Sample No.
1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
2.5 2.5 25 2.5 2.5 25 1.6 2.2 1.9 | i | e | e | e [ | e | | e | e
25 2.5 25 25 2.5 25 2.1 2.4 1.9 | i | i | e | e | | e | e | e | e
25 | 25 | 25 | 25 | 25 | 25 | 25 | 24 | 21 | 25 | 25 | 25 | 25 | 25 | 25 | 25 | 25 | 25
2.5 2.5 25 2.5 2.5 25 2.5 2.2 25 2.5 2.5 25 2.5 2.5 25 2.5 2.5 25
TABLE 19—PHASE Il HIGH SPEED TEST RESULTS, LOAD RANGE H
Group Samples (Hours Completed)
Target Hours Goodyear Bridgestone R184 Bridgestone L320 Yokohama
Marathon LHT Ccz TY303—Drive
Test Method No. Sample No.
1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
C s 25 25 25 | e | v | e | v | e | e | e | e | e 25 25 25
D o 25 2.5 2.5 2.3 25 1.6 2.5 2.5 25 1.3 1.8 1.8 25 2.5 2.5
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TABLE 20—PHASE Il HIGH SPEED TEST RESULTS, LOAD RANGE J
Tire Brands (Hours Completed)
Target (hours) Goodyear Unisteel | Yokohama RY253 Michelin XZY3
G291—All Pos. (wb)—All Pos. (wb)—All Pos.
Test Method No. Sample No.
1 2 3 1 2 3 1 2 3 1 2 3
D bbb 25 | 25 | 25 | 25 | 25 | 25 | 25 | 25 | 25 | 25 | 25 | 25
TABLE 21—PHASE Il HIGH SPEED TEST RESULTS, LOAD RANGE J
Target Hours Tire Brands (Hours Completed)
Michelin XTA Kumho KRT02
Test Method No. Sample No.
1 2 3 1 2 3 1 2 3
PP T PP PPR PPN 25 25 25 25 25 25 2.3 25 25
TABLE 22—PHASE Il HIGH SPEED TEST RESULTS, LOAD RANGE L
Tire Brands (Hours Completed)
Target Hours Continental HMS Michelin XZUS—AII Michelin XZA2
45+ Pos. Energy—All Pos.
Test Method No. Sample No.
1 2 3 1 2 3 1 2 3 1 2 3
D e 25 | 25 | 25 | 25 | 25 | 25 | 25 | 225 | 25 | 25 | 25 | 25
TABLE 23—PHASE |l HIGH SPEED TEST RESULTS, LOAD RANGE J, NO BREAK-IN STEP
Tire Brands (Hours Completed)
Target (hours) Michelin XZY3 Goodyear Unisteel | Yokohama RY253
(wb)—All Pos. G291—All Pos. (wb)—All Pos.
Test Method No. Sample No.
1 2 3 1 2 3 1 2 3 1 2 3
D bbb 25 | 25 | 25 | 25 | 25 | 25 15 | 2.5 | 25 | 25 | 25 | 25
TABLE 24—PHASE Il HIGH SPEED TEST RESULTS, LOAD RANGE L, NO BREAK-IN STEP
Tire Brands (Hours Completed)
Target (hours) Michelin XZUS—AI Michelin XZA2
Pos. Energy—All Pos.
Test Method No. Sample No.
1 2 3 1 2 3 1 2 3
RO 25 2.5 25 | 215 | 25 2.3 25 25 25

b. Summary

The results of the endurance and high
speed tests indicated that the test
requirements of FMVSS No. 119 can be
upgraded for radial tires to specify more
stringent, yet practicable, levels of

performance that ensure better
durability in real-world applications.

Based on these test results, NHTSA
proposes to upgrade the endurance
performance requirement and establish
a new high-speed performance

requirement for radial tires of load
ranges F, G, H, ], and L, that are not for
speed-restricted service, which
comprise about 98 percent of the truck
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tires sold in the United States.’® These
tires are typically used for regional haul
and long haul operations and on
motorcoaches. The remaining 2 percent
represent the higher load rating tires
and bias ply tires, which are more often
used in mixed service (on/off-road
operations in lower speed applications),
such as construction, logging, crane, and
rigging operations. However, the agency
is also considering requiring non-speed-
restricted, load range M radial tires to
comply with the upgraded endurance
and new high speed tests because some
of these tires are used in similar
applications as load range L tires. The
agency is not proposing any new
requirements for load range N tires,
which represent less than 1 percent of

new tires sold and are typically used in
lower speed operations. The agency is
also not proposing any new
requirements for bias ply tires, primarily
because they are typically not installed
on new heavy vehicles and they
represent a very small portion of the
tires sold as replacement tires. These
tires would continue to be required to
comply with the current requirements.
In addition, the agency is not proposing
updated requirements for light truck
tires with tread depth 1842 inch or
greater or for speed-restricted tires;
these tires, used on light truck
applications, are load range E category,
and are not the focus of this rulemaking.
The agency is not proposing any new
requirements for bias ply tires, primarily

because we are not aware that they are
installed on new heavy vehicles, and we
aimed at upgrading radial tires, which
represent the vast majority of the tires
used on heavy vehicles.

IV. Proposed Endurance Test

NHTSA is proposing to upgrade
FMVSS No. 119’s requirements for load
ranges F, G, H, J, and L tires that are not
for speed-restricted service by setting
more stringent requirements for the
endurance test. NHTSA proposes that
the endurance test be conducted using
the parameters shown in Table 25. The
proposed and current endurance test
parameters may be compared as shown
in Tables 25 and 26 below:

TABLE 25—PROPOSED FMVSS NO. 119 ENDURANCE TEST CONDITIONS

. Inflation
Load Duration Speed
Load ranges Steps (% max) (hrs) (km/h) [()or/fsns]g;?
1 85 7
F, G, H, J, @nd L oottt et e 2 90 16 80 80
3 100 24 | e | e
TABLE 26—CURRENT FMVSS NoO. 119 ENDURANCE TEST CONDITIONS
Load (% max)
Inflation
Load ranges (Sk'?ﬁﬁ? pressure Duration (hrs)
(% max)
7 16 24
[ R R RSP BN
56 100 66 84 101
8 T A U U UPP BN

A tire would comply with the
proposed requirements if, at the end of
the endurance test as currently defined
by the standard, there is no visual
evidence of tread, sidewall, ply, cord,
inner liner, belt or bead separation,
chunking, open splices, cracking or
broken cords, and the tire pressure,
when measured at any time between 15
and 25 minutes after the end of the test,
is not less than 95% of the initial test
pressure.

a. Test Speed

NHTSA proposes to raise the test
speed for the endurance test to 80 km/
h (50 mph) for load range F, G, H, J, and
L tires, which are not for speed-
restricted service. This represents a 25
percent increase in speed for a load
range F tire, a 43 percent increase for a
load range G tire, and a 67 percent
increase for load range H, J, and L tires.
It is noted that these tests are performed

15New truck tire market share by load range is
as follows: F-5 percent, G-64 percent, H-23

on a curved road wheel, a 67-inch
diameter steel drum, on which the tire
being tested runs as on a treadmill.
Because the road wheel is curved, it
subjects the tire to reverse deflection
compared to a tire running on a flat
surface, which makes the tire run hotter
(and is therefore a more severe test).
According to American Society for
Testing and Materials International
(ASTM International) research on
equivalent flat-to-curved speeds based
on equivalent belt-edge temperatures, a
load range G truck tire tested on a 67-
inch diameter road wheel at 85 km/h
(53 mph) experiences belt-edge
temperatures similar to what a tire
experiences when tested on a flat road
surface at 120 km/h (75 mph). Thus, it
was determined that the effects on the
tire in the two situations will be similar,
even though the one tire is rotating at 85
km/h (53 mph) and the other at 120 km/
h (75 mph). (“Phase 1—Final Report,”

percent, J-3 percent, L-5 percent, M and N is less

ASTM Truck/Bus Tire Test
Development Task Group, 9/5/06,
Docket No. NHTSA-2002-13707-10.)

In NHTSA’s Phase II testing, tires
were tested to speeds of 80, 90, and 100
km/h (50, 56, and 62 mph) as potential
upgrades to the current test speeds.
Only 3 of 30 tire samples were able to
complete a 71-hour, or even a 47-hour
test, at 100 km/h (62 mph). At 90 km/
h (56 mph), all except three of the load
range G and H tires were able to
complete 47 hours. At 80 km/h (50
mph), all of the load range F, G and H
tires completed the 71-hour test without
failure, even at 80 percent inflation.
Load range J tires had mixed results,
and for load range L tires, only 7 of 21
tires tested were able to complete 47
hours of the endurance test.

Given these results, NHTSA believes
that a speed of 80 km/h (50 mph) for the
endurance test, when coupled with the
inflation pressure and load parameters

than 1 percent. See Docket NHTSA-2002-13707,
item 18.1.
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we are proposing, represents a
substantial and realistic upgrade over
current requirements for commercial
vehicle tires. In selecting this test speed,
we considered the maximum speed
rating of the tires we tested and those
typically used in commercial vehicle
applications, including motorcoaches,
and found that, according to tire
manufacturer catalogs,6 the majority of
the tires in these usage categories were
rated at 120 km/h (75 mph). All the test
tires that were rated at 120 km/h (75
mph) and some that were rated at 110
km/h (68 mph) or lower completed the
proposed 47-hour Endurance test
without failure. Even though load range
J and L tires comprise only about 6
percent of the commercial vehicle tire
market, NHTSA is aware that load range
J and L tires are used on some
commercial inter-city coach buses
(motorcoaches), operated on interstate
highways, and their use as such
highlights the need to propose
upgrading the endurance test speed for
these tires. The agency is aware that
while some load range ] and L tires are
rated at a maximum speed of 120 km/

h (75 mph), many others are rated at
speeds between 88 km/h (55 mph) and
110 km/h (68 mph). As a result, the
agency solicits comment on the
appropriateness of the 80 km/h (50
mph) test speed for load range F, G, H,
J, and L tires in the endurance test.

The agency is also considering
requiring non-speed-restricted, load
range M radial tires to comply with the
upgraded endurance test because some
of these wide base tires may be used in
similar applications that load range L
tires are used. Given that the maximum
speed rating of these tires allows them
to be used in high speed operations,
possibly instead of two lower load range
tires, the agency believes that they
should be considered for inclusion in
the upgrade since they could be used in
different vehicle applications than the
typical speed-restricted, load range M
radial tires. Accordingly, the agency
solicits comment on requiring non-
speed-restricted, load range M radial
tires to comply with the upgraded
endurance test.

We are unaware of non-speed
restricted, radial, load range N tires
being used in high speed operations,
thus we are not proposing that they be
required to comply with this upgrade.
NHTSA does not propose to raise the
endurance test speed for non-speed-
restricted, load range N tires from 48
km/h (30 mph), given their typical use
on heavy vehicles, and our concern that

16 Tire catalogs were found online (www.—) at
manufacturer Web sites.

increasing the speed would not be
practicable. Due to their design and
typical application to heavy vehicles
used in mixed (on/off-road) service at
slow speeds, load range N tires
performed poorly even at the lowest test
speed used by NHTSA. As stated
previously, these tires make up about 1
percent of the total market for truck
tires. NHTSA believes there is no
demonstrated safety need to upgrade
these tires to comply with a more
stringent endurance test, given the
typical uses of the tires.

b. Load

NHTSA proposes to change the load
combination for the endurance test to
85, 90, and 100 percent of the tire’s
maximum load rating, from the 66, 84,
and 101 percent combination currently
required. NHTSA’s Phase II testing
specified test loads at 85, 90, and 100
percent for the same durations as
currently required in FMVSS No. 119.
Increasing the first two load steps from
66 and 84 percent increased the
stringency of the first 23 hours of the
proposed test, and makes them
consistent with the loads specified in
FMVSS No. 139’s endurance test for
light vehicle tires. NHTSA believes
increasing the test load combination
from 66, 84, 101 percent to 85, 90, and
100 percent of the tire’s maximum load
rating represents an overall upgrade of
the loading condition for FMVSS No.
119.

Tire failure on a vehicle in service can
occur due to under-inflation or
overloading, or both. Heavy vehicle tires
are used predominantly on commercial
vehicles, such as transit buses, tractor
trailer combination vehicles, and ready-
mix concrete trucks, for which loading
to the vehicle’s gross vehicle weight
rating is typical of normal use. Non-
commercial heavy vehicles such as
recreational vehicles (motor homes) and
school buses also use truck tires. Unlike
passenger cars and other light vehicles,
which are rarely loaded to their
maximum vehicle weight, heavy
vehicles are often used in commercial
service where the vehicle is loaded to its
rated cargo or passenger load to
maximize the profitability of the
vehicle’s operation. Hence, the first two
steps of the proposed endurance test
reflect the tire’s performance conditions
at which it is expected to be used in
normal service.

c. Inflation Pressure

NHTSA proposes to set inflation
pressure at 80 percent of the sidewall-
labeled inflation pressure that
corresponds to the tire’s maximum load
rating. This represents a 20 percent

decrease from the current endurance
test, which requires tires to be fully
inflated. Data from a tire pressure
survey conducted by FMCSA suggests
that tires on commercial vehicles
(particularly trailers) are often run
under-inflated by at least 140 kPa (20
psi).17 For a load range G tire, which has
a maximum inflation pressure of 760
kPa (110 psi), this level of under-
inflation represents roughly an 18
percent loss of inflation pressure.
NHTSA believes that conducting the
endurance test at some level of under-
inflation instead of fully inflated better
reflects real-world conditions. NHTSA
testing found that all load range G and
H tires were able to complete the
endurance test at an inflation of 80
percent of maximum, even at 80 km/h
(50 mph).18 Load range J tires, which
have a higher maximum load rating than
load range G and H tires, showed mixed
results, while higher load range L and
N tires experienced failure rates at both
the 90 percent and 80 percent levels of
inflation.

NHTSA believes that testing at this
level of under-inflation represents an
appropriate upgrade of the severity of
the endurance test for load range F
through L truck tires. We note that the
endurance tests in the light vehicle tire
standards, FMVSS Nos. 109 and 139, are
conducted with the tire under-inflated
to 25 percent below its maximum
inflation pressure. NHTSA is aware that
the tire industry considers 20 percent
under-inflation to be essentially flat for
truck tires, which are designed to run
close to their maximum inflation.

d. Duration

NHTSA proposes not to amend
FMVSS No. 119’s endurance test
duration of 47 hours. The current 47-
hour test at 56 km/h (35 mph) results in
a distance traveled for a load range G
tire of 2,632 km (1,645 miles), and
increasing the speed to 80 km/h (50
mph) increases the traveled distance to
3,760 km (2,350 miles), a 43 percent
increase in distance. NHTSA’s Phase II
testing extended the endurance test
duration to 71 hours so researchers
could assess how long beyond the 47-
hour duration the tires were able to

17 The FMCSA study, “Commercial Vehicle Tire
Condition Sensors” (Federal Motor Carrier Safety
Administration, Nov. 2003), looked at a total of
6,087 units and 35,128 tire samples and found,
among other things, that approximately 7 percent of
the sampled heavy vehicles have at least one tire
under-inflated by 20 psi or more.

18 We also note that at higher test speeds, tire
performance appears noticeably sensitive to
inflation pressures. At 100 km/h, more failures
occurred at the 80 percent inflation level, and time
to failure was also shorter at that inflation level
compared to 100 percent inflation.
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perform. Because the failure rate did not
change significantly in testing tires
beyond 47 hours,?9 this indicates that
the tires’ performance to the endurance
test is less sensitive to changes in
duration than to changes in speed and
inflation pressure. Thus, we believe that
extending the duration beyond the 47
hours already required will not provide
additional performance benefits.

e. Ambient Temperature

NHTSA proposes to add a £3 °C (£5
°F) tolerance to the current ambient
temperature specified for FMVSS No.
119’s endurance test, 35 °C (95 °F). Tire
test laboratories benefit from an ambient
temperature tolerance. The proposed +3
°C (5 °F) tolerance for the ambient
temperature is consistent with FMVSS
No. 109 and FMVSS No. 139 in
providing a £3 °C (£5 °F) tolerance
needed to facilitate the operations at the
tire laboratories.20

f. Endurance Test Conclusions

The agency tentatively concludes that
the proposed requirements for the
endurance test better reflect the reality
of tire usage than the current FMVSS
No. 119 requirements. The proposed
parameters for the endurance test,
particularly the increased test speed and
the reduced inflation pressure, reflect
conditions that a heavy vehicle tire is
more likely to experience in normal
service.

Based on research performed by the
ASTM, a tire operated at a highway
speed of 120 km/h (75 mph) experiences
an equivalent level of stringency when
tested at 85 km/h (53 mph) on a curved
test wheel.21 We believe that the
agency’s proposed endurance test speed
of 80 km/h (50 mph) on the curved test
wheel is therefore a realistic speed.

The proposed inflation pressure for
the endurance test is 80 percent of the
maximum sidewall pressure, compared
with 100 percent currently specified in
FMVSS No. 119. According to the
results of FMCSA’s tire pressure

19 When a tire failed, it generally failed well
before 47 hours, rather than completing the 47
hours and then failing.

20In FMVSS No. 139, NHTSA requires an
ambient temperature for road-wheel testing of not
less than 32 °C and not more than 38 °C.

21 ASTM Truck/Bus Tire Test Development Task
Group, Phase I—Final Report, September 7, 2006.
Available at Docket No. NHTSA-2002-13707, Item
10.

monitoring survey cited above, on 6,087
heavy vehicle units with over 35,000
tires sampled, approximately 20 percent
of the vehicles had at least one tire that
was under-inflated by 20 psi or more.
As a result, testing with some level of
under-inflation reflects the reality of
what heavy truck tires typically
experience in service.

The agency’s testing to the proposed
endurance test showed that 85 percent
of all the load range F, G, H, J, and L
tires tested completed the 47-hour
portion of the test, with the load range
J and L tires speed-rated less than 75
mph comprising 11 out of 12 of the
failures under 47 hours. All the load
range G and H tires tested completed the
47-hour portion of the test without any
failures. However, even though the load
range G and H tires met the proposed
requirements when tested for a duration
of 47 hours, NHTSA expects that some
manufacturers of load range G and H
tires may make some design changes to
these tires to maintain an adequate
margin of compliance. We expect that
design changes will be needed for some
load range J and L tires, particularly
those with a maximum speed rating
lower than 120 km/h (75 mph), to
enable them to comply with the
proposed Endurance test requirements
at 80 km/h (50 mph). The agency seeks
comments on the appropriateness of the
proposed endurance test parameters for
these tires.

V. Proposed High Speed Test

In its tire testing program, NHTSA
performed high speed tests on load
range F, G and H tires because these are
the ones predominantly used on
commercial vehicles and are the most
likely of all higher load range tires to be
operated at the speed conditions
proposed for this test. NHTSA
performed high speed tests on load
range ] and L tires even though the tires
have a small market share (about 8
percent), because some of these tires
have a maximum speed rating of 75
mph and are used on motorcoaches.22

22 The same size tire can become a load range G,
H, or J tire depending on its construction and on
its inflation pressure (e.g., for a 315/80R22.5 tire,
the maximum load rating (3,750 kg or 8,270 lbs) for
the load range J tire is achieved at an inflation
pressure of 830 kPa (120 psi), and the maximum
load rating (3,450 kg or 7,610 1bs) when used in the
load range H application is achieved at an inflation
pressure of 760 kPa (110 psi)). A comparison of the

NHTSA did not perform high speed
tests on speed-restricted load range M or
N tires, because we were aware that
these tires are not typically operated at
these speed conditions. After careful
review of the testing results and of the
information on the use of load range J
and L tires on coach buses, NHTSA
proposes to include in FMVSS No. 119
a high speed test for load range F, G, H,
J, and L tires, that are not for speed-
restricted service. In addition, the
agency is also considering requiring
non-speed-restricted, load range M
radial tires to comply with the upgraded
endurance and new high speed tests
because some of these tires are used in
high speed operations. Bias ply and load
range N tires that are for speed
restricted-service would not be
subjected to a high speed test.

NHTSA proposes that the high speed
test would be initiated after a 2-hour
break-in at 80 km/h (50 mph) and 85
percent of maximum load rating, with
inflation pressure at 90 percent of
maximum. The break-in procedure
conditions a new tire for testing since it
exercises the tire components and
increases the tire temperature, which
results in some growth in the rubber
components of the tire. This tire growth
results in a slight decrease in the tire’s
inflation pressure at the end of the
break-in period and leads to less growth
and negligible pressure decrease at the
end of the 90-minute high speed test.

There is currently a high speed test in
FMVSS No. 119, but it applies only to
motorcycle tires and to non-speed-
restricted tires with a rim diameter code
of 14.5 or less marked load range A, B,
C, or D. Therefore, heavy vehicle tires
with a load range of F or above have not
been required to meet the high speed
test requirements in the current
standard. Table 22 shows test
parameters for the proposed high speed
test.

load/inflation pressure values in the 2007 Tire and
Rim Association Year Book for the proposed high-
speed test conditions (85 percent of maximum load
rating, 90 percent of maximum inflation pressure)
indicates that the tires are well within the load
limits specified for the test inflation pressure. For
the tire size example used above, the test load for
a load range J tire would be 3,188 kg or 7,030 lbs
(85 percent of maximum load rating) and the test
inflation pressure would be 747 kPa (108 psi),
which is well above the inflation pressure of 670
kPa needed to support that test load according to
the Year Book.
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TABLE 27—HIGH SPEED TEST CONDITIONS

: Inflation
Speed Duration Load
L 1 "
oad ranges Steps (km/h) (minutes) (% max) ?or/fsrﬁgg
Break-in 80 120 85 90
F, G, H, J, @NA L oottt e e e e e rnee s 1 Max—20 30
2 Max—10 30 85 90
3 Max 30

A tire would comply with the
proposed requirements if, at the end of
the high speed test, there is no visual
evidence of tread, sidewall, ply, cord,
inner liner, or bead separation,
chunking, open splices, cracking, or
broken cords,?3 and the tire pressure,
when measured at any time between 15
and 25 minutes after the end of the test,
must not be less than 95% of the initial
test pressure. Load range M tires are not
included in the high speed test table but
the agency seeks comments on whether
those non-speed-restricted, radial tires,
should be required to comply with the
new proposed high speed test
requirements. We are unaware of non-
speed restricted, radial, load range N
tires being used in high speed
operations, thus we tentatively conclude
that they not be required to comply with
this upgrade.

a. Test Speed and Break-In Procedure

NHTSA proposes to set the test speed
for the high-speed test at the tire’s
maximum speed less 20 km/h (12 mph)
for step 1, maximum speed less 10 km/
h (6 mph) for step 2, and at maximum
speed for the final step. This approach
is similar to the approach used by the
United Nations Economic Commission
for Europe (ECE) tire Regulations, which
establish tire test speeds based on the
maximum rated speed of the tire. It is
also consistent with RMA’s suggestion
to the agency that tires should only be
tested for high speed performance up to
their maximum speed rating.24¢ We are
proposing this approach, instead of
establishing one set of test speeds as a
minimum requirement for all tires as we
have done for motorcycle and passenger
car tires, because unlike motorcycle and
passenger car tires, heavy vehicle tires
are designed for a wide range of
applications and have a narrow range of
maximum speed ratings.

The truck tires for which we are
proposing a high speed test in FMVSS
No. 119 have speed ratings ranging only
from 100-120 km/h (62—75 mph), which
are typical operating speeds for the
heavy vehicles on which these tires are

23 We note that all of these terms are defined in
the current standard.
24 Docket No. NHTSA 2002-13707-0016.1.

installed. If one set of test speeds were
applied to these tires regardless of the
speed rating, a tire speed rated at the
lower end of the range could be
subjected to test speeds above the speed
rating of the tire, which could be
inappropriate. (An example of this
situation is a tire speed rated to 62 mph
tested at a speed of 75 mph.)
Conversely, subjecting a tire that is
speed rated at the higher end of the
range to a test speed substantially below
the speed rating of the tire might under-
test the tire and fail to evaluate its high
speed performance. Therefore, we are
proposing to establish test speeds based
on the tire’s speed rating because we
believe that it results in a high speed
test that better reflects the limits of the
tire’s performance.

However, we disagree with RMA’s
suggestion that the high speed test
procedure should exclude the break-in
step, which is normally the first step
when conducting a high speed test. The
regulatory text of this NPRM does not
remove the break-in step from the
procedure but we are soliciting
comments on whether it is appropriate
to do so. The agency’s tire testing
included a break-in step and we plan to
gather additional data on tires tested
without the break-in step to determine
whether there is a difference in the tire’s
performance.

We have tentatively decided to retain
the break-in step because the step helps
to condition the rubber components of
new tires through initial flexing that
allows the tire to expand and grow prior
to testing. As a result, tire growth is
minimized during the test, which in
turn minimizes the decrease of the test
pressure at the end of the test. Further,
the high speed test for light vehicle tires
has a break-in step. When we issued the
upgraded light vehicle tire standard in
2003, the agency included the tire
break-in procedure in FMVSS No. 139’s
high speed test procedure with the
support of the tire industry (68 FR
38151). Since the high speed test
proposed today would be a new test for
heavy vehicle tires, we are proposing to
adopt a break-in procedure similar to
that of light vehicle tires. As noted
above, Phase II high speed testing

included the break-in step to evaluate
high speed performance, testing that
involved testing most tires above their
maximum speed rating.

Phase II testing used test speeds of
100, 110, and 120 km/h (62, 68, and 75
mph). The truck tires tested (load range
G and H) performed well, and most
were able to complete the 2.5-hour
target duration without failure. All
except one of the tires tested to the high-
speed test in Phase II completed the first
1.5 hours without failure.

The agency solicits comments on the
performance of tires to a high speed test,
and is particularly interested in the
performance of load range J and L tires.
We are aware that while some load
range J and L tires have maximum rated
speeds at 120 km/h (75 mph), some are
rated below that speed. Further,
according to Tire and Rim Association
Yearbook, manufacturers may
recommend that tires may be used at
speeds higher than the tire
manufacturer’s rated speed if the load
and pressure are adjusted. As a result,
the agency seeks comment on the
appropriateness of the test speeds for
load range F, G, H, ], and L tires in the
high speed test. The agency tentatively
concludes that a high speed test at the
proposed test speeds represents an
important and practicable improvement
to FMVSS No. 119 in the safety
requirements of load range F, G, H, J,
and L tires that are not for speed-
restricted service.

In addition, the agency is considering
requiring load range M tires speed rated
75 mph to comply with the high speed
test because some of these wide base
tires may be used in similar applications
load range L tires are used. Given that
the maximum speed rating of these tires
allows them to be used in high speed
operations, possibly instead of two
lower load range tires, the agency
believes that they should be considered
for inclusion in the upgrade since they
could be used in different vehicle
applications than the typical load range
M and N tires. Accordingly, the agency
seeks comment on the appropriateness
of requiring load range M tires speed
rated 75 mph to comply with the high
speed test.
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b. Load

NHTSA proposes to set the test load
for the high speed test at 85 percent of
the maximum load rating for the tire.
NHTSA’s testing specified test loads at
85 and 90 percent. Most tires tested
were able to complete the 90 percent
load rating application without any
failure,25 and additional tire types tested
to 85 percent load were also able to
complete 1.5 hours without failure.

We chose to select a different load for
the high speed test so as not to duplicate
the load conditions used in the
endurance test. The recent update of the
high speed test in the FMVSS No. 139
specifies a test load of 85 percent of the
tire’s maximum load rating. NHTSA
tentatively concludes that a test load of
85 percent of the maximum load rating
of the tire will provide a necessary
improvement, while setting a realistic
level of performance for load range F, G,
H, J, and L tires that are not for speed-
restricted service.

c. Inflation Pressure

NHTSA proposes that the high speed
test inflation pressure be set at 90
percent of the sidewall-labeled inflation
pressure that corresponds to the tire’s
maximum load rating. For Phase II
testing, NHTSA researchers selected
inflation pressures of 90 and 95 percent
to assess the tire’s high-speed
performance at slight levels of under
inflation. The high speed test in the
light vehicle tire standards, FMVSS Nos.
109 and 139, is conducted with the tire
under inflated to about 8 percent below
its maximum inflation pressure.
Therefore, for this Phase II testing,
inflation pressures of 5 and 10 percent
below maximum were considered
reasonable levels. Inflation test
pressures in this range, with a test load
of 85 percent, do not result in the tire
being overloaded for the given inflation
pressure. Based on the test results where
only 10 out of 102 tires were unable to
finish the 150 minute test, NHTSA
proposes that the high speed inflation
pressure be set at 90 percent of the
sidewall-labeled inflation pressure that
corresponds to the tire’s maximum load
rating per sidewall labeling.

d. Duration

NHTSA proposes a 90-minute
duration for FMVSS No. 119’s high
speed test, to be applied to load range
F, G, H, J and L tires, that are not for
speed-restricted service. The current

25 However, the Goodyear brand drive axle tire
appeared sensitive to load, as it failed more at 90
percent load. The failure of these tires to reach the
test target of 2.5 hours duration raised some
concerns that other drive axle tires with lug-type
treads may not pass at 90 percent load.

duration for the high speed test in
FMVSS Nos. 119 and 139 is 90 minutes,
consisting of three 30-minute speed
steps. High speed tests are typically of
relatively short duration, given that the
purpose of the test is to assess the tire’s
performance close to its upper design
limit of speed. Overall, 90 percent of the
test tires performed well at the 100, 110,
and 120 km/h (62, 68, and 75 mph)
speeds, and were able to complete 90
minutes of the test without any
failures.26 Therefore, NHTSA proposes
to extend FMVSS No. 119’s high speed
test to apply to load range F, G, H, J and
L tires, that are not for speed-restricted
service, with a total 90-minute duration.

e. Ambient Temperature

NHTSA proposes an ambient
temperature range of 35 °C £3 °C (95 °F
15 °F) for the FMVSS No. 119 high
speed test upgrade. The ambient
temperature specified for FMVSS No.
119’s high-speed test is currently 35 °C
(95 °F) without any temperature
tolerance. Because an ambient
temperature tolerance provides test
laboratories with needed flexibility, we
propose specifying a 6 °C tolerance for
the ambient temperature instead of a
single temperature. The agency
tentatively concludes that this proposal
for FMVSS No. 119’s high speed test is
reasonable and appropriate.

VI. Tire Maximum Speed Marking

FMVSS No. 119 currently requires
certain information to be marked on the
tire sidewall. S6.5(d) of the standard
requires that each tire’s maximum load
rating for single and dual applications
and the corresponding inflation
pressure be labeled on the sidewall,
which provides information to the
vehicle operator to ensure proper
selection and use of tires. These load
and inflation pressure values are also
used by NHTSA to determine test values
for compliance testing purposes.

The tire’s maximum speed rating is
currently not required to be labeled on
the sidewall,27 except for tires that are
speed-restricted to 90 km/h (55 mph) or
below. For speed-restricted tires, S6.5(e)
of the standard requires that the label on
the sidewall be as follows: “Max Speed

26 NHTSA'’s Phase II testing extended the high-
speed test to 2.5 hours to assess the limits of
performance based on current truck tire technology,
but not specifically with the aim of developing a
proposal for a longer high-speed test.

27 Gurrently the maximum speed ratings for most
tires are listed only in tire manufacturers’ catalogs.
Some tire manufacturers identify their tires by
maximum speed, maximum speed limit, or
allowable speed range, while others may not
publish the speed capability of their tires. Common
maximum speed ratings for tires found in catalogs
are 50, 56, 60, 62, 65, 68, 70, 75, and 81 mph.

__km/h (_ mph).”28 For tires that are
not speed-restricted, the end user does
not know from the tire sidewall labeling
the design maximum speed capability of
the tire for the specified maximum load
rating and corresponding inflation
pressure. We believe that having the
maximum speed rating labeled on the
sidewall would benefit the end user,
especially as the speed capability in any
one load range can vary.

As such, the agency is proposing a
requirement for a maximum speed
rating label for radial truck tires with
load ranges F and above. The agency is
proposing the same speed labeling
format as the one described in S6.5(e)—
which requires each tire to be labeled,
“Max Speed __ km/h (__ mph)”—subject
to aspects discussed below. The agency
believes that a maximum speed label
that includes a numerical value would
be less subject to misunderstanding by
consumers.

Numerical Value Versus a Symbol

We are aware that some tire
manufacturers now voluntarily label the
non-speed restricted heavy vehicle tires
they sell in the U.S. with speed
restrictions that use a different format,
i.e., speed symbols, to indicate the tire’s
speed.2? For heavy vehicle tires, the
speed symbols and the corresponding
speed category used internationally are:
F—80 km/h (50 mph); G—90 km/h (55
mph); J—100 km/h (62 mph); K—110
km/h (68 mph); and L—120 km/h (75
mph). We have tentatively determined
that the speed symbol format is less
desirable than labeling the tire with a
numerical value, because the consumer
is more likely to understand the
meaning of the latter than that of a letter
symbol. Further, the letter format could
be lead to confusion given that the
current load range label required on
heavy vehicle tires uses a similar
lettering scheme (load ranges F, G, H, J,
L, M and N) that includes letters that are
identical in some instances to the speed
symbols used on heavy vehicles (speed
symbols F, G, ], K, and L). The
corresponding speed for these speed
symbols are typically listed in the
industry publications such as the
annual Year Book of the Tire and Rim
Association or the Japan Automobile
Tyre Manufacturers Association.

28 Tire manufacturers currently may include the
speed rating, voluntarily, for tires that are not speed
restricted to 90 km/h or less.

29 As discussed later in this preamble, the Rubber
Manufacturers Association has suggested to NHTSA
that the agency require all radial tires with a load
range of F and higher (that are not speed restricted)
be labeled with a service description identified by
an international labeling system.
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We recognize that many large trucking
fleets work closely with tire dealers,
who have ready access to the industry
publications and who recommend the
best tires for the fleets based on vehicle
use and in-service conditions. However,
since many of the small fleets and
owner-operated fleets make their own
tire purchasing decisions without such
help, labeling that is clear and easy to
understand (the numerical value)
should help users purchase the
appropriate tires for their vehicles,
know the speed restrictions of the tire,
and use the tires in accordance with
those speed restrictions.

Multiples of 10 km/h

We propose to require that
manufacturers must label their tires
with maximum rated speeds in
multiples of 10 km/h (e.g., 100, 110, or
120 km/h). The proposed new high
speed test specifies test speeds that are
multiples of 10 km/h: the test speed for
the high-speed test would be the tire’s
maximum speed less 20 km/h (12 mph)
for step 1, the tire’s maximum speed
less 10 km/h (6 mph) for step 2, and at
maximum speed for the final step.
NHTSA believes that compliance testing
for High Speed performance would be
conducted more efficiently and be less
subject to test-speed problems, if the
markings are in multiples of 10 km/h.

Terminology

We note that some manufacturers use
the term “Maximum Speed” in their tire
catalogs, while others use “Speed
Rating.” We seek comment on whether
“Speed Rating” should be used on the
label, instead of or in addition to “Max
Speed.”

VII. Other Issues
a. Alternatives Considered

1. International Standards

The ECE regulation that is applicable
to truck tires is ECE Regulation 54,
Uniform Provisions Concerning the
Approval of Pneumatic Tyres for
Commercial Vehicles and Their
Trailers. It applies to both heavy truck
tires and light truck tires, as was the
case for FMVSS No. 119 prior to the
establishment of FMVSS No. 139. It
includes a load/speed endurance test
that is similar to the existing FMVSS
No. 119 endurance test for medium/
heavy truck tires. The test parameters
for load, inflation pressure, and
duration are identical to those specified
in FMVSS No. 119, except for the
ambient temperature, which is specified
at 25 °C £ 5 °C, compared with the
specification of 35 °C £ 3 °C as proposed
for the revision to FMVSS No. 119. The

other difference between the two
standards is that ECE Regulation 54 uses
the tire’s speed category to determine its
test speed, whereas FMVSS No. 119
uses the tire’s load range to determine
its test speed. The test speeds in ECE
Regulation 54 are approximately 48-56
km/h (30-35 mph) lower than the
maximum speed rating of the tire,
which results in test speeds that are in
a speed range not very much different
from the test speed required in FMVSS
No. 119 for non-speed-restricted tires.
Test speeds in ECE Regulation 54 range
from 32—72 km/h (20-45 mph) whereas
the Endurance test speeds in FMVSS
No. 119 range from 48-64 km/h (30—40
mph). Hence, the severity of the ECE
regulation for heavy vehicle tires is
about the same as for tires under the
current FMVSS No. 119. Additionally,
the ECE has no high speed test for truck
tires. In short, ECE Regulation 54
contains test parameters and
performance requirements that are, in
some cases, similar to the current
FMVSS No. 119, but that we believe are
in other cases less stringent.

The agency is not aware of other truck
tire standards that are different from
ECE Regulation 54 or FMVSS No. 119,
since many national regulations
typically adopt some version of the ECE
regulation or the FMVSS.

2. ASTM Truck/Bus Tire Test
Development Task Group

The ASTM Truck/Bus Tire Test
Development Task Group recommended
that the agency consider the artificial
stresses and temperature impacts that
are introduced into tire testing when
tires (particularly medium truck tires
and larger) are tested on a 67-inch
diameter test road-wheel, as compared
to a flat surface. The task group has been
working to develop a tire temperature
prediction model for two critical crown
area temperatures, tread centerline and
belt edge, based on comparisons of tire
temperatures obtained from tests of five
load range G tires 39 on a 67-inch
diameter curved road wheel, on a flat
track test surface, and on an outdoor test
track. (“Phase 1-Final Report,” ASTM
Truck/Bus Tire Test Development Task
Group, 9/5/06, Docket No. NHTSA—
2002-13707-10. “Phase I & II Review,”
ASTM Truck/Bus Tire Test
Development Task Group, 5/15/08,
Docket No. NHTSA-2002-13707—-14.)
As a result of this work, the task group
found that, for the five load range G tires
it tested: (a) The average predicted

30 The test tires, from Bridgestone, Goodyear, and
Michelin, included three drive axle tires with a
tread depth of 30/32 inch; one steer axle tire with
a tread depth of 18/32 inch; and one trailer axle tire
with a tread depth of 12/32 inch.

temperature increases an average of 39
°C (70 °F) at the tread centerline and 22
°C (40 °F) at the tire’s belt edge when
tested on a 67-inch diameter curved
road-wheel as compared to temperatures
obtained from tires tested on a flat
surface; (b) equivalent tread centerline
temperatures were obtained between
tires tested on a curved road-wheel at 67
km/h (42 mph) and tires tested on a flat
roadway surface at 120 km/h (75 mph);
and (c) equivalent tread belt edge
temperatures were obtained between
tires tested on a curved road-wheel at 79
km/h (49 mph) and tires tested on a flat
roadway speed at 120 km/h (75 mph).
The task group recommended that
NHTSA develop a standard based on
maintaining equivalent tire crown area
temperatures (i.e., centerline, shoulder,
and belt edge) between flat and curve
test surfaces.

It should be noted that in 2008, the
Task Group also completed a Phase II,
which included load range J and L tires
to validate the applicability of the truck
tire test conditions to additional tire
sizes and service applications such as
inter-city buses and refuse trucks and
ready mix cement trucks. ASTM
concluded from the results of Phase II
that for tires with a maximum speed
rating below 120 km/h (75 mph) the
Endurance test speed should be reduced
from 80 km/h (50 mph) to 72 km/h (45
mph).

NHTSA is aware that a tire operated
on a curved road-wheel, compared to a
tire operated on a flat road surface,
experiences higher centerline and belt
edge temperatures due to several factors,
e.g., severe reverse curvature at the tire
contact patch; distortion of the tire
contact patch shape; and over-deflection
of the tire sidewall. NHTSA'’s tests are
conducted on a curved road-wheel.
There appears to be several anomalies in
the results from the ASTM model, such
as the centerline temperatures being
higher for the 18/32-inch tread depth
tire compared with the centerline
temperatures for the 30/32-inch tread
depth tire. (A tire with a greater tread
depth generally runs hotter than one
with a lower tread depth.) There are also
test conditions where the model
predicted lower tire temperatures when
tested on the road-wheel than the tire
temperatures when tested on the flat
track machine and the test track. In
addition, the test duration for the tires
the task group tested was limited to 60
minutes to achieve a steady-state
temperature, which does not reflect the
level of stringency a tire experiences
during a 47-hour test as performed
under the current FMVSS No. 119
endurance test.
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Nevertheless, we note that our
rulemaking proposal to upgrade the
endurance test includes parameters that
are on the same order of magnitude as
those provided in the task group’s
recommendations. Our proposal
includes an endurance test speed of 80
km/h (50 mph) on a curved road-wheel,
up to 100 percent maximum load rating,
80 percent of the maximum inflation
pressure, and 35 °C (95 °F) ambient
temperature. From the results in our
Phase I endurance and high-speed tests,
we tentatively believe that these
parameters are reasonable and
practicable and consistent with the task
group’s recommendation.

3. Rubber Manufacturers Association

On May 14, 2009, RMA submitted
information to the agency regarding an
upgrade of FMVSS No. 119 (see Docket
No. NHTSA 2002-13707-0016.1 (RMA
Perspective on the FMVSS 119
Revisions and Updates Mandated by the
TREAD Act)). RMA’s information
included suggestions for a number of
matters regulated by FMVSS No. 119,
including the endurance and high speed
tests, and had data from tests it had
conducted (although from only one
manufacturer). The suggestions are
briefly described below.

RMA suggested that NHTSA mandate
that all radial tires with a load range of
F and higher (that are not for speed-
restricted service) be labeled with a
service description identified by an
international labeling system, in support
of global harmonization and that it be
used as the basis for testing.3* RMA
suggested that the endurance test speed
in the upgraded FMVSS No. 119 be
based on that speed symbol. RMA
suggested that tires with speed symbols
of ], K, L, and M be tested at a speed
equal to the difference between the
speed symbol and 40 km/h (25 mph). If
the tire has a speed symbol L, which
deciphered is a speed rating of 120 km/
h (75 mph), the endurance test speed
would be 80 km/h (50 mph), or if a tire
has a speed symbol J, which deciphered
is a speed rating of 100 km/h (62 mph),
the endurance test speed would be 60
km/h (37 mph).

RMA suggested that if a high speed
test is adopted in FMVSS No. 119, the
test should be a stepped-up speed test
with three 30-minute steps. The test
speeds RMA suggested would be
indexed to the corresponding speed
symbol of the tire (i.e., step 1 test speed

31 The corresponding values for the maximum
load and speed symbols of that labeling system may
be found in literature published by entities such as:
Tire & Rim Association, European Tyre and Rim
Technical Organization, Japan Automobile Tyre
Manufacturers Association, and others.

is 20 km/h below the speed symbol, step
2 test speed is 10 km/h below the speed
symbol, and step 3 test speed is run at
corresponding speed for that symbol).
Further, RMA believed that the high
speed test should be conducted without
the initial break-in step. According to
RMA, there are data supporting that the
tire growth during the break-in step was
negligible, and that the step was thus
unnecessary.

Test conditions such as inflation
pressure, load, duration, and ambient
temperature in RMA’s suggested tests
(endurance and high speed) would be
the same as NHTSA'’s proposed test
conditions. Other issues discussed by
RMA may be found in the docket
submission.

Some of RMA'’s suggestions have been
incorporated into this NPRM. As
discussed above, NHTSA has proposed
requiring tires to have a maximum
speed rating label on their sidewalls so
that users will know a tire’s maximum
speed capability. Thus, a labeling
proposal in included in this NPRM.
However, as explained above, the
agency believes that using an
international labeling system to identify
the tire’s maximum load and speed
ratings would not benefit end users in
the U.S. because the literature used to
reference these values may not be
readily available for all users, and
because the lettering system may be
confusing. Accordingly, the NPRM
proposes that a numerical value be
labeled rather than a symbol.

This NPRM incorporates RMA’s
suggestion that a high speed test should
comprise a stepped-up speed test with
three 30-minute steps using test speeds
indexed to the corresponding speed
rating of the tire. However, as explained
earlier in this document, this NPRM
does not propose RMA’s suggestion to
remove the break-in step from the high
speed test but we are soliciting
comments on whether it is appropriate
to do so.

With regard to RMA’s suggestion
about the endurance test, at this time
the agency does not believe that all tires
should be tested to 40 km/h (25 mph)
less than the tire’s maximum speed
rating in the endurance test. RMA used
research findings from the ASTM as a
basis for the suggestion to establish the
test speeds. ASTM found that there was
an equivalence in belt edge
temperatures for tires tested on a flat
road surface at 120 km/h (75 mph) and
on a curved road wheel at 80 km/h (50
mph). Hence, this 40-km/h (25-mph)
differential was used by RMA in its
recommendations for the test speeds
NHTSA should propose for the
endurance test.

The RMA test data used to support its
recommendations was limited,
generated from only one of its members,
Bridgestone Firestone. Also, the mix of
tires in the RMA data did not reflect the
real-world mix of heavy vehicle tires
sold in the U.S. Although the ASTM
findings appear to support the finding
that a 40-km/h (25-mph) differential
exists in test speeds in the 120-km/h
(75-mph) range, NHTSA does not have
enough information to conclude that
these findings can be extrapolated to
include speeds much lower than 120
km/h (75 mph). The agency is currently
reviewing data from lower speed rated
tires 100 km/h (62 mph). We request
data from tire manufacturers on the
performance of lower speed rated tires,
particularly for the proposed endurance
test, and comments from the public on
RMA'’s submission to the docket.

We believe that the NPRM’s proposed
test conditions for the endurance test
are practicable and reasonable and
reflect our recognition of the severity of
the endurance test on the curved road
wheel.32 Our data show that some tires
that are speed rated 65 mph were able
to meet the proposed endurance test
when tested to 80 km/h (50 mph). The
vast majority of the tires we tested
completed the proposed 47-hour
endurance test at 80 km/h (50 mph)
without failure.

b. Deep Tread Truck Tires

The agency tested tires with tread
depths that are typical of on-road
service, and included drive axle tires
with tread depths of about 30/32 inch,
steel axle tires with tread depths of
about 18/32 inch, and trailer tires with
tread depths around 12/32 inch. We are
aware that there are deep tread truck
tires with a load range of H, J, or L that
have tread depths greater than 32/32
inch, but none of these tires was
included in our testing because they
appear to represent a very small
percentage of heavy truck tires. We are
soliciting public comments on the
applicability of the proposed endurance
and high speed requirements to deep
tread truck tires and welcome test data
submissions for the docket.

c. Correction of Table III

In Table III, “Endurance Test
Schedule,” of FMVSS No. 119, there are
several minor items of information that
have been inadvertently omitted from
the table over the course of years of
amendments to the standard, most
recently when the standard was

32The endurance test is a more stringent test than
the high speed test, primarily because of the lower
inflation pressure and longer duration specified for
the test.
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amended on June 26, 2003. The Table III
proposed in today’s NPRM corrects
those omissions, by including for tires
described as “All other,” a row for load
range A, B, C, and D tires, and a row for
load range E tires, which include bias-
ply tires and others not covered under
FMVSS No. 139. Footnote text has also
been added to correspond to the
footnote superscripts 1 and 2. In
addition, the current Table III does not
include load range C and D for speed-
restricted service and load range M on
the list of tires for non-speed-restricted
service but it does include load range N,
which is a higher load range tire. Load
range C and D were inadvertently
excluded from Table III. Also, load
range M has been inadvertently
excluded from Table III since both load
range M and N tires are included in the
list of speed-restricted tires required to
comply with FMVSS No. 119. The
agency seeks comments on including
load range M on the list of non-speed-
restricted tires covered under the
standard. In addition, we are proposing
to change the superscript format from
numerical values 1 and 2 to alphabet
letters A and B to enhance clarity. We
are also seeking comments on this issue.

d. Separate Standard

We note for the reader that, assuming
we issue a final rule on this subject, the
final rule might separate the non-speed-
restricted, radial tires of load ranges F,
G, H, ], and L, from the requirements
currently in FMVSS No. 119 that this
NPRM does not propose to upgrade. We
might set forth the upgraded
requirements for the non-speed-
restricted, radial tires of load ranges F,
G, H, ], and L, in a new standard to
make clear the regulatory language
between those tires whose requirements
were not upgraded. The agency took the
same approach when it upgraded tires
for vehicles with a GVWR of 4,536 kg
(10,000 1b) or less, establishing FMVSS
No. 139. RMA has also endorsed this
approach in its letter to the agency; see
Docket No. NHTSA 2002-13707-0016.1,
p. 13.

VIIL Proposed Effective Date

NHTSA proposes that the proposed
requirements for load range F, G, and H
tires be effective two years after
publication of a final rule. The results
of the tire research indicate that most
load range G and H tires are able to meet
the proposed requirements with little if
any modification. Load range ] tires
might need some design changes to
comply with the upgraded
requirements. Given the need for
modification and the small market share
of the tires, the agency proposes an

effective date of three years after
publication of a final rule for load range
J and L tires. In addition, the agency’s
proposal to establish new labeling
requirements for the maximum speed
rating of the tire would require changes
in some tire molds. We propose that the
new maximum speed rating labeling
requirements for load range F, G, H, J,
and L tires be effective 5 years after the
publication of the final rule. NHTSA
requests comment on the proposed lead
time for meeting the performance
requirements and the labeling
requirements.

IX. Costs and Benefits

According to Modern Tire Dealer, the
2008 sales for medium and heavy truck
original equipment and replacement
tires were 4.3 million and 15.5 million,
respectively. Comments are requested
on the number of tire sales by all (F, G,
H, ], and L) load ranges and speed
ratings. All of the G load range tires
tested passed the proposed criteria.
Also, all of the H load range tires tested,
except for one brand speed rated at 62
mph, passed the proposed criteria. For
the endurance test, of the six J load
range brand/models tested, all three
tires from three brand/models passed,
two of three from a fourth brand/model
passed, none of a fifth brand/model
passed, and three tires from a sixth
brand passed. Costs to bring the H and
J load range tires into compliance with
the proposal are not anticipated to be
greater than $15 per tire.

Out of the fifteen load range L tires
tested (three tires for each of five brand/
models), only seven tires passed the
proposed test and two did so with a
small margin based on the proposed 47
hours duration for the endurance test.
Comments are requested on the
technology needed and cost to make
other load range L tires pass the
proposed endurance test. At one end of
the cost spectrum, improved rubber
compounds could be a countermeasure
that could reduce heat retention with
costs at about an additional $0.25 per
pound. Since these tires have about 100
pounds of rubber this would add $25 in
costs to each L load range tire. At the
other end of the cost range, one could
assume these tires need to be made
significantly lighter to pass the test with
better materials. This would entail using
ultra high tensile strength steel costing
an additional $2 per pound. Those tires
now have 35 pounds of steel in them,
totaling $70. Combining these two
methods could add up to $95 per tire
(these tires typically cost about $525
each). Comments are also requested on
the costs associated with the new speed
labeling requirement.

As discussed above, the costs to bring
load range H, J and L tires to compliance
with the proposed requirements are
estimated to range from $15 to $95 per
tire. The combined H, J, and L load
range tire sales comprised about 29
percent of the total medium and heavy
truck tire sales (19.8 million tires). Of
the 29 percent, about 23 percent or
4,554,000 are believed to be H load
range tires, about 3 percent or 594,000
are believed to be J load range tires, and
about 3 percent or 594,000 to be L load
range tires. There are an estimated
227,700 sales for H load range tires,
118,800 sales for J load range tires and
118,800 sales for L load range tires, all
with a speed rating of 62, 65 or 68 mph.
Applying the failure rate and cost per
tire to the estimated sales of H, J and L
load range tires with a speed rating of
62, 65 or 68 mph would result in a total
cost of $13,314,362.

NHTSA believes that this NPRM has
a beneficial effect on safety in that it
would ensure greater tire durability as
tires are held to more stringent
standards than currently required.
However, the agency has limited data on
the crashes in the crash databases
related to tires in these load ranges.
Comments are requested on the different
applications of various speed rating and
load range tires (e.g., over the road bus
operations, etc.).

X. Rulemaking Analyses and Notices

Executive Order 12866 and DOT
Regulatory Policies and Procedures

This rulemaking document was not
reviewed by the Office of Management
and Budget under E.O. 12866. It is not
considered to be significant under E.O.
12866 or the Department’s Regulatory
Policies and Procedures (44 FR 11034;
February 26, 1979). This document
proposes upgrades to FMVSS No. 119
that we believe most tire manufacturers
will be able to meet without substantial
difficulty. NHTSA has prepared a
regulatory evaluation that discusses the
costs and other impacts of this proposed
rule.33

NHTSA believes that this NPRM has
a beneficial effect on safety in that it
would ensure greater tire durability as
tires are held to more stringent
standards than currently required.
However, there might be some cost
impacts for manufacturers of lower
speed rated load range J and L tires.
Some of these tires may not meet the

33 The evaluation may be obtained by contacting
Docket Management at the address or telephone
number provided at the beginning of this document.
You may also read the document via the Internet,
by following the instructions in the section below
entitled, “Public Participation.” The evaluation will
be listed in the docket summary.
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proposed requirements in NHTSA’s test
program. Of the heavy-duty load range
J and L tires that did not uniformly pass
the upgrade testing, we anticipate that
the costs to bring them into compliance
would be no greater than $15 per load
range J tire and $95 per load range L
tire. Comments are requested on the
costs of meeting the proposed changes
to 571.119.

Regulatory Flexibility Act

Pursuant to the Regulatory Flexibility
Act (5 U.S.C. 601 et seq., as amended by
the Small Business Regulatory
Enforcement Fairness Act (SBREFA) of
1996), whenever an agency is required
to publish a notice of proposed
rulemaking or final rule, it must prepare
and make available for public comment
a regulatory flexibility analysis that
describes the effect of the rule on small
entities (i.e., small businesses, small
organizations, and small governmental
jurisdictions). The Small Business
Administration’s regulations at 13 CFR
Part 121 define a small business, in part,
as a business entity “which operates
primarily within the United States.” (13
CFR 121.105(a)). No regulatory
flexibility analysis is required if the
head of an agency certifies the
rulemaking will not have a significant
economic impact on a substantial
number of small entities. SBREFA
amended the Regulatory Flexibility Act
to require Federal agencies to provide a
statement of the factual basis for
certifying that a rule will not have a
significant economic impact on a
substantial number of small entities.

NHTSA has considered the effects of
this proposed rule under the Regulatory
Flexibility Act. I certify that this
proposed rule would not have a
significant economic impact on a
substantial number of small entities.
The proposed rule, which would apply
to new pneumatic tires, would affect tire
manufacturers and/or suppliers. The
agency does not believe that any of the
tire manufacturers affected by this
proposed rule are small businesses.
However, small tire retail outlets across
the country could in some small way be
impacted by the proposal, in that the
cost of some tires might increase.

The agency requests comments
concerning the economic impact of the
proposed rule on any small tire
manufacturers, tire retail outlets, or any
other entities which the agency has not
mentioned.

Executive Order 13132 (Federalism)

NHTSA has examined today’s
proposed rule pursuant to Executive
Order 13132 (64 FR 43255; Aug. 10,
1999) and concluded that no additional

consultation with States, local
governments, or their representatives is
mandated beyond the rulemaking
process. The agency has concluded that
the proposal does not have sufficient
federalism implications to warrant
consultation with State and local
officials or the preparation of a
federalism summary impact statement.
The proposed rule does not have
“substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.”

NHTSA rules can have preemptive
effect in two ways. First, the National
Traffic and Motor Vehicle Safety Act
contains an express preemption
provision:

When a motor vehicle safety standard is in
effect under this chapter, a State or a political
subdivision of a State may prescribe or
continue in effect a standard applicable to
the same aspect of performance of a motor
vehicle or motor vehicle equipment only if
the standard is identical to the standard
prescribed under this chapter.

49 U.S.C. 30103(b)(1). It is this
statutory command that preempts any
non-identical State legislative and
administrative law 34 addressing the
same aspect of performance, not today’s
rulemaking.

Second, the Supreme Court has
recognized the possibility, in some
instances, of implied preemption of
State requirements imposed on motor
vehicle manufacturers, including
sanctions imposed by State tort law.
That possibility is dependent upon
there being an actual conflict between a
FMVSS and the State requirement. If
and when such a conflict exists, the
Supremacy Clause of the Constitution
makes the State requirements
unenforceable. See Geier v. American
Honda Motor Co., 529 U.S. 861 (2000),
finding implied preemption of State tort
law on the basis of a conflict discerned
by the court,3 not on the basis of an
intent to preempt asserted by the agency
itself.36

NHTSA has considered the nature
(e.g., the language and structure of the
regulatory text) and objectives of today’s
proposed rule and does not discern any
existing State requirements that conflict

34 The issue of potential preemption of State tort
law is addressed in the immediately following
paragraph discussing implied preemption.

35 The conflict was discerned based upon the
nature (e.g., the language and structure of the
regulatory text) and the safety-related objectives of
FMVSS requirements in question and the impact of
the State requirements on those objectives.

36Indeed, in the rulemaking that established the
rule at issue in Geier, the agency did not assert
preemption.

with the proposed rule or the potential
for any future State requirements that
might conflict with it. Without any
conflict, there could not be any implied
preemption of State law, including State
tort law.

National Technology Transfer and
Advancement Act

Under the National Technology
Transfer and Advancement Act of 1995
(NTTAA) (Pub. L. 104-113), “all Federal
agencies and departments shall use
technical standards that are developed
or adopted by voluntary consensus
standards bodies, using such technical
standards as a means to carry out policy
objectives or activities determined by
the agencies and departments.”
Voluntary consensus standards are
technical standards (e.g., materials
specifications, test methods, sampling
procedures, and business practices) that
are developed or adopted by voluntary
consensus standards bodies, such as the
Society of Automotive Engineers (SAE).
The NTTAA directs us to provide
Congress, through OMB, explanations
when we decide not to use available and
applicable voluntary consensus
standards.

NHTSA was unable to find any
voluntary consensus standards relevant
to this rulemaking. Additionally, please
see section VI.A.1 above for discussion
of international standards considered by
the agency in this rulemaking.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 requires agencies to prepare a
written assessment of the costs, benefits
and other effects of proposed or final
rules that include a Federal mandate
likely to result in the expenditure by
State, local, or tribal governments, in the
aggregate, or by the private sector, of
more than $100 million annually
(adjusted for inflation with base year of
1995). This proposed rule will not result
in expenditures by State, local, or tribal
governments, in the aggregate, or by the
private sector in excess of $100 million
annually.

National Environmental Policy Act

NHTSA has analyzed this rulemaking
action for the purposes of the National
Environmental Policy Act. The agency
has determined that implementation of
this action will not have any significant
impact on the quality of the human
environment.

Executive Order 12988

With respect to the review of the
promulgation of a new regulation,
section 3(b) of Executive Order 12988,
“Civil Justice Reform” (61 FR 4729,
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February 7, 1996) requires that
Executive agencies make every
reasonable effort to ensure that the
regulation: (1) Clearly specifies the
preemptive effect; (2) clearly specifies
the effect on existing Federal law or
regulation; (3) provides a clear legal
standard for affected conduct, while
promoting simplification and burden
reduction; (4) clearly 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. This document is consistent
with that requirement.

Pursuant to this Order, NHTSA notes
as follows.

The issue of preemption is discussed
above in connection with E.O. 13132.
NHTSA notes further that there is no
requirement that individuals submit a
petition for reconsideration or pursue
other administrative proceeding before
they may file suit in court.

Paperwork Reduction Act

Under the Paperwork Reduction Act
of 1995 (PRA), a person is not required
to respond to a collection of information
by a Federal agency unless the
collection displays a valid OMB control
number. This proposed rule contains no
reporting requirements or requests for
information.

Plain Language

Executive Order 12866 and the
President’s memorandum of June 1,
1998, require each agency to write all
rules in plain language. Application of
the principles of plain language
includes consideration of the following
questions:

e Have we organized the material to
suit the public’s needs?

e Are the requirements in the rule
clearly stated?

¢ Does the rule contain technical
language or jargon that isn’t clear?

e Would a different format (grouping
and order of sections, use of headings,
paragraphing) make the rule easier to
understand?

e Would more (but shorter) sections
be better?

¢ Could we improve clarity by adding
tables, lists, or diagrams?

e What else could we do to make the
rule easier to understand?

If you have any responses to these
questions, please include them in your
comments on this proposal.

Regulation Identifier Number (RIN)

The Department of Transportation
assigns a regulation identifier number
(RIN) to each regulatory action listed in

the Unified Agenda of Federal
Regulations. The Regulatory Information
Service Center publishes the Unified
Agenda in April and October of each
year. You may use the RIN contained in
the heading at the beginning of this
document to find this action in the
Unified Agenda.

Privacy Act

Please note that anyone is able to
search the electronic form of all
comments received into any of our
dockets by the name of the individual
submitting the comment (or signing the
comment, if submitted on behalf of an
association, business, labor union, etc.).
You may review DOT’s complete
Privacy Act Statement in the Federal
Register published on April 11, 2000
(Volume 65, Number 70; Pages 19477—
78), or you may visit http://
www.dot.gov/privacy.html.

XI. Public Participation

How do I prepare and submit
comments?

Your comments must be written and
in English. To ensure that your
comments are correctly filed in the
Docket, please include the docket
number of this document in your
comments. Your comments must not be
more than 15 pages long.3” We
established this limit to encourage you
to write your primary comments in a
concise fashion. However, you may
attach necessary additional documents
to your comments. There is no limit on
the length of the attachments.

Please submit your comments by a
method set forth in the ADDRESSES
section at the beginning of this
document.

Please note that pursuant to the Data
Quality Act, in order for substantive
data to be relied upon and used by the
agency, it must meet the information
quality standards set forth in the OMB
and DOT Data Quality Act guidelines.
Accordingly, we encourage you to
consult the guidelines in preparing your
comments. OMB’s guidelines may be
accessed at http://www.whitehouse.gov/
omb/fedreg/reproducible.html.

How do I submit confidential business
information?

If you wish to submit any information
under a claim of confidentiality, you
should submit three copies of your
complete submission, including the
information you claim to be confidential
business information, to the Chief
Counsel, NHTSA, at the address given
above under FOR FURTHER INFORMATION
CONTACT. When you send a comment

37 See 49 CFR 553.21.

containing information claimed to be
confidential business information, you
should include a cover letter setting
forth the information specified in our
confidential business information
regulation.38

In addition, you should submit a
copy, from which you have deleted the
claimed confidential business
information, to the Docket by one of the
methods set forth above.

Will the Agency Consider Late
Comments?

We will consider all comments
received before the close of business on
the comment closing date indicated
above under DATES. To the extent
possible, we will also consider
comments received after that date.
Therefore, if interested persons believe
that any new information the agency
places in the docket affects their
comments, they may submit comments
after the closing date concerning how
the agency should consider that
information for the final rule.

If a comment is received too late for
us to consider in developing a final rule
(assuming that one is issued), we will
consider that comment as an informal
suggestion for future rulemaking action.

How Can I Read the Comments
Submitted By Other People?

You may read the materials placed in
the docket for this document (e.g., the
comments submitted in response to this
document by other interested persons)
at any time by going to http://
www.regulations.gov. Follow the online
instructions for accessing the dockets.
You may also read the materials at the
DOT Docket .

List of Subjects in 49 CFR Part 571

Imports, Motor vehicle safety, Motor
vehicles, Rubber and rubber products,
and Tires.

In consideration of the foregoing, we
propose to amend 49 CFR part 571 to
read as follows:

PART 571—FEDERAL MOTOR
VEHICLE SAFETY STANDARDS

1. The authority citation for Part 571
continues to read as follows:

Authority: 49 U.S.C. 322, 30111, 30115,
30166 and 30177; delegation of authority at
49 CFR 1.50.

2. Section 571.119 is amended by
revising S3(a), S6.1.2(b), S6.3, S6.5(e),
S7.1.2, S7.2(a), S7.2(e), S7.4, S7.4.1,
S7.4.2, and Table III, by removing and
reserving S3(b), and by adding
definitions to S4, in alphabetical order.

38 See 49 CFR 512.
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The revised and added paragraphs
read as follows:

§571.119 Standard No. 119; New
pneumatic tires for motor vehicles with a
GVWR of more than 4,536 kilograms (10,000
pounds) and motorcycles.

* * * * *

83. * *x %

(a) New pneumatic light truck tires,
for use on motor vehicles with a GVWR
of 4,536 kilograms (10,000 pounds) or
less manufactured after 1948, of the
following type: With a tread depth of
18/32 inch or greater, bias-ply with
tread depth of 18/32 inch or less, and
speed-restricted service.

(b) [Reserved]

* * * * *

84. * % %

Bias ply tire means a pneumatic tire
in which the ply cords that extend to
the beads are laid at alternate angles
substantially less than 90 degrees to the
centerline of the tread.

* * * * *

Maximum speed rating means the
maximum speed, as specified by the tire
manufacturer, at which the tire can
carry a load corresponding to the
maximum load rating for single usage at
the corresponding inflation pressure.

* * * * *

Non-speed-restricted service tire
means a tire with a maximum speed
rating above 90 km/h (55 mph).

Radial ply tire means a pneumatic tire
in which the ply cords that extend to
the beads are laid at substantially 90
degrees to the centerline of the tread.

Speed-restricted service tire means a
tire with a maximum speed rating of 90
km/h (55 mph) or less.

* * * * *

S6.1.2 * * *

(b) The tire pressure, when measured
at any time between 15 minutes and 25
minutes after the end of the test, shall
not be less than 95 percent of the initial
pressure specified in S7.2(a), for the
endurance test, and in S7.4.2(a) for the
high speed test.

* * * * *

S6.3 High-speed performance. When
tested in accordance with the
procedures of S7.4, a tire shall meet the
requirements set forth in S6.1.1 and
S6.1.2(a) and (b). However, this
requirement applies only to motorcycle
tires, to non-speed restricted tires of
nominal rim diameter code 14.5 or less
marked load range A, B, C, or D, and to
non-speed restricted radial tires marked
load range F, G, H, J, or L.

* * * * *

S6.5 * * *

(e)(1) Subject to S6.5(e)(2), the speed
that corresponds to the maximum speed

rating for each speed-restricted service
tire and each non-speed-restricted
service radial tire of load range F, G, H,
], and L shall be shown as follows:
Max speed  km/h (_ mph)

(2) For each non-speed-restricted
service radial tire of load range F, G, H,
J, and L, the speed shown shall be in a
multiple of 10 km/h.

* * * * *

S7.1.2 The tire must be capable of
meeting the requirements of S7.2 and
S7.4 when conditioned to a temperature
of 35 °C £ 3 °C (95 °F £ 5 °F) for 3 hours
before the test is conducted, and with an
ambient temperature maintained at 35
°C £ 3 °C (95 °F £ 5 °F) during all phases
of testing. The tire must be capable of
meeting the requirements of S7.3 when
conditioned at a temperature of 21 °C
3 °C (70 °F =5 °F) for 3 hours before
the test is conducted.

S7.2  Endurance. (a) Mount the tire
on a model rim assembly and inflate it
as follows: For a non-speed restricted
radial tire of load range F, G, H, J, or L,
inflate it to 80 percent of the inflation
pressure corresponding to the maximum
load rating marked on the tire. For all
other tires, inflate it to 100 percent of
the inflation pressure corresponding to
the maximum load rating marked on the
tire. Use the single maximum load value
when the tire is marked with both single
and dual maximum loads.

* * * * *

(e) Allow the tire to cool for between
15 and 25 minutes after running the tire
for the required time. Measure the tire
inflation pressure. Remove the tire from
the model rim assembly, and inspect the
tire for conditions specified in S6.1.2(a)
and (b).

* * * * *

S7.4 High-speed performance.

S7.4.1 Motorcycle tires, and non-
speed restricted tires of nominal rim
diameter code 14.5 or less marked load
range A, B, C, or D.

(a) Mount the tire on a test rim and
inflate it to the pressure corresponding
to the maximum load rating marked on
the tire. Use the single maximum load
value when the tire is marked with both
single and dual maximum load.

(b) Condition the tire and rim
assembly in accordance with S7.1.2.

(c) Before or after mounting the
assembly on a test axle, adjust the tire
pressure to that specified in S7.4.1(a).

(d) Mount the tire-rim assembly on an
axle and press it against a flat-faced
steel test wheel that is 1708 mm (67.23
inches) in diameter and at least as wide
as the tread of the tire

(e) Apply a force of 88 percent of the
maximum load rating marked on the tire

(use the single maximum load value
when the tire is marked with both single
and dual maximum loads), and conduct
the break-in procedure at 80 km/h (50
mph) for 2 hours.

(f) Remove the load, allow the tire to
cool to 35 °C £3 °C (95 °F +5 °F), and
then adjust the pressure to that specified
in S7.4.1(a).

(g) Reapply the same load, and
without interruption or readjustment of
inflation pressure, conduct the test at
120 km/h (75 mph) for 30 minutes, then
at 129 km/h (80 mph) for 30 minutes,
and then at 137 km/h (85 mph) for 30
minutes.

(h) Allow the tire to cool between 15
minutes and 25 minutes. Measure its
inflation pressure. Then, deflate the tire,
remove the tire from the test rim, and
inspect the tire for conditions specified
in S6.1.2 (a) and (b).

S7.4.2 Non-speed restricted radial
tires marked load range F, G, H, ], or L.

(a) Mount the tire on a test rim and
inflate it to the pressure corresponding
to 90 percent of the maximum load
rating marked on the tire. Use a single
maximum value when the tire is marked
with both single and dual maximum
load.

(b) Condition the tire in accordance
with §7.1.2.

(c) Before or after mounting the
assembly on a test axle, adjust the tire
pressure to that specified in S7.4.2(a).

(d) Mount the tire-rim assembly on an
axle and press it against a flat-faced
steel test wheel that is 1708 mm (67.23
inches) in diameter and at least as wide
as the tread of the tire.

(e) Apply a force of 85 percent of the
maximum load rating marked on the tire
(use the single maximum load value
when the tire is marked with both single
and dual maximum loads), and conduct
the break-in procedure at 80 km/h (50
mph) for 2 hours.

(f) Remove the load, allow the tire to
cool to 35 °C+ 3 °C (95 °F =5 °F), and
then adjust the pressure to S7.4.2(a).

(g) Reapply the same load, and
without interruption or readjustment of
inflation pressure, conduct the test at
maximum speed rating less 20 km/h for
30 minutes, then at maximum speed
rating less 10 km/h for 30 minutes, and
then at maximum speed rating for 30
minutes.

(h) Allow the tire to cool for between
15 minutes and 25 minutes. Measure its
inflation pressure. Then, deflate the tire,
remove the tire from the test rim, and
inspect the tire for conditions specified
in S6.1.2(a) and (b).

* * * * *
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TABLE |IlI—ENDURANCE TEST SCHEDULE

Test wheel Test load: Percent of maximum
speed load rating
Description Load range 24
km/h I—7 hours | 1I—16 hours hours
Speed-restricted service:
90 km/h (55 mph) ...ccoviiiiiieeee. 40 66 84 101
80 km/h (50 mph) .....ooviviiiiiiieeee 48 75 97 114
32 66 84 101
56 km/h (35 mph) ....c.coviviiiiiieeeen 24 66 84 101
Motorcycle ........cocviviiiiiiiiieie s 80 1100 2108 117
Radial .......... 80 85 90 100
All other 80 175 297 114
64 70 88 106
64 66 84 101
56 66 84 101
48 66 84 101

14 hours for tire sizes subject to high speed requirements S6.3 .
26 hours for tire sizes subject to high speed requirements S6.3.

Issued: September 23, 2010.
Joseph Carra,

Acting Associate Administrator for
Rulemaking.

[FR Doc. 2010-24347 Filed 9-28-10; 8:45 am|
BILLING CODE 4910-59-P
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DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

[Docket No. APHIS-2010-0093]

Notice of Request for Extension of
Approval of an Information Collection;
Lacey Act Declaration Requirement;
Plants and Plant Products

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Extension of approval of an
information collection; comment
request.

SUMMARY: In accordance with the
Paperwork Reduction Act of 1995, this
notice announces the Animal and Plant
Health Inspection Service’s intention to
request an extension of approval of an
information collection required by the
Lacey Act for the importation of certain
plants and plant products.

DATES: We will consider all comments
that we receive on or before November
29, 2010.

ADDRESSES: You may submit comments
by either of the following methods:

® Federal eRulemaking Portal: Go to
(http://www.regulations.gov/
fdmspublic/component/
main?main=DocketDetail&d=APHIS-
2010-0093) to submit or view comments
and to view supporting and related
materials available electronically.

® Postal Mail/Commercial Delivery:
Please send one copy of your comment
to Docket No. APHIS-2010-0093,
Regulatory Analysis and Development,
PPD, APHIS, Station 3A-03.8, 4700
River Road Unit 118, Riverdale, MD
20737-1238. Please state that your
comment refers to Docket No. APHIS-
2010-0093.

Reading Room: You may read any
comments that we receive on this
docket in our reading room. The reading
room is located in room 1141 of the
USDA South Building, 14th Street and

Independence Avenue SW.,
Washington, DC. Normal reading room
hours are 8 a.m. to 4:30 p.m., Monday
through Friday, except holidays. To be
sure someone is there to help you,
please call (202) 690-2817 before
coming.

Other Information: Additional

information about APHIS and its
programs is available on the Internet at
(http://www.aphis.usda.gov).
FOR FURTHER INFORMATION CONTACT: For
information on the Lacey Act
declaration requirement, contact Mr.
Craig Fedchock, Director, International
Development, PPQ, APHIS, 4700 River
Road Unit 131, Riverdale, MD 20737;
(301) 734-3779. For copies of more
detailed information on the information
collection, contact Mrs. Celeste Sickles,
APHIS’ Information Collection
Coordinator, at (301) 851-2908.
SUPPLEMENTARY INFORMATION:

Title: Lacey Act Declaration

Requirement; Plants and Plant Products.

OMB Number: 0579-0349.

Type of Request: Extension of
approval of an information collection.
Abstract: The Food, Conversation,
and Energy Act of 2008, effective May

22, 2008, amended the Lacey Act (the
Act) by expanding its protection to a
broader range of plants and plant
products (Section 8204, Prevention of
Illegal Logging Practices). The Lacey
Act, as amended, makes it unlawful to
import, export, transport, sell, receive,
acquire, or purchase in interstate or
foreign commerce any plant, with some
limited exceptions, taken, possessed,
transported or sold in violation of the
laws of the United States, a State, an
Indian tribe, or any foreign law that
protects plants. The 2008 amendment to
the Act also makes it unlawful to make
or submit any false record, account or
label for, or any false identification of,
any plant covered by the Act.

In addition, section 3 of the Act
makes it unlawful to import certain
plants and plant products without an
import declaration. The declaration
must contain, among other things, the
scientific name of the plant, value of the
importation, quantity of the plant, and
name of the country from which the
plant was harvested. For paper and
paperboard products with recycled
plant content, the importer will not be
required to specify the species or
country of harvest with respect to the
recycled plant product component, but

will be required to provide the average
percentage of recycled content. If the
product also contains non-recycled
plant materials, the basic declaration
requirements still apply to that
component of the product imported.
PPQ Form 505 (Plant and Plant Product
Declaration Form) is available at
(http://www.aphis.usda.gov/

plant health/lacey act/downloads/
declarationform.pdf).

We are asking the Office of
Management and Budget (OMB) to
approve our use of this information
collection activity for an additional 3
years.

The purpose of this notice is to solicit
comments from the public (as well as
affected agencies) concerning our
information collection. These comments
will help us:

(1) Evaluate whether the collection of
information is necessary for the proper
performance of the functions of the
Agency, including whether the
information will have practical utility;

(2) Evaluate the accuracy of our
estimate of the burden of the
information collection, including the
validity of the methodology and
assumptions used;

(3) Enhance the quality, utility, and
clarity of the information to be
collected; and

(4) Minimize the burden of the
information collection on those who are
to respond, through use, as appropriate,
of automated, electronic, mechanical,
and other collection technologies, e.g.,
permitting electronic submission of
responses.

Estimate of burden: The public
reporting burden for this collection of
information is estimated to average 8
hours per response.

Respondents: Importers of certain
plants and plant products.

Estimated annual number of
respondents: 81,928.

Estimated annual number of
responses per respondent: 20.

Estimated annual number of
responses: 1,638,560.

Estimated total annual burden on
respondents: 13,108,480 hours. (Due to
averaging, the total annual burden hours
may not equal the product of the annual
number of responses multiplied by the
reporting burden per response.)

All responses to this notice will be
summarized and included in the request
for OMB approval. All comments will
also become a matter of public record.
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Done in Washington, DC, this 23rd
day of September 2010.

Kevin Shea

Acting Administrator, Animal and Plant
Health Inspection Service.

[FR Doc. 2010-24351 Filed 9-28-10; 12:01 pm]
BILLING CODE 3410-34-S

DEPARTMENT OF AGRICULTURE
Forest Service

Ashley Resource Advisory Committee

AGENCY: Forest Service, USDA.
ACTION: Notice of meeting.

SUMMARY: The Ashley Resource
Advisory Committee will meet in
Vernal, Utah. The committee is meeting
as authorized under the Secure Rural
Schools and Community Self-
Determination Act (Pub.L. 110-343) and
in compliance with the Federal
Advisory Committee Act. The purpose
of the meeting is conduct “welcomes”
and introductions, review the Federal
Advisory Committee Act requirements,
brief participants on Payments to States
legislative history, discuss the
guidelines for Title I and Title IIT
funding and proposals, capture and
record preliminary project ideas and
receive public comment on the meeting
subjects and proceedings.

DATES: The meeting will be held
October 29, 2010, from 6 p.m. to 8 p.m.

ADDRESSES: The meeting will be held in
the Interagency Fire Dispatch Center
conference room at the Ashley National
Forest Supervisor’s Office, 355 North
Vernal Avenue in Vernal, Utah. Written
comments should be sent to Ashley
National Forest, 355 North Vernal
Avenue, Vernal, UT 84078. Comments
may also be sent via e-mail to
ljhaynes@fs.fed.us, or via facsimile to
435-781-5142. All comments, including
names and addresses when provided,
are placed in the record and are
available for public inspection and
copying. The public may inspect
comments received at Ashley National
Forest, 355 North Vernal Avenue,
Vernal, UT.

FOR FURTHER INFORMATION CONTACT:
Louis Haynes, RAC Coordinator, Ashley
National Forest, (435) 781-5105; e-mail:
Ijhaynes@fs.fed.us. Individuals who use
telecommunication devices for the deaf
(TDD) may call the Federal Information
Relay Service (FIRS) at 1-800-877—-8339
between 8 a.m. and 8 p.m., Eastern
Standard Time, Monday through Friday.
SUPPLEMENTARY INFORMATION: The
meeting is open to the public. The
following business will be conducted:

(1) Welcome and roll call; (2) Approval
of minutes from the first meeting;

(3) Review of committee operational
guidelines; (4) Review concept papers
received; (5) Discussion of preliminary
project ideas; (6) Review of next meeting
purpose, location, and date; (7) Receive
public comment. Persons who wish to
bring related matters to the attention of
the Committee may file written
statements with the committee staff
before or after the meeting. Public input
sessions will be provided and
individuals who made written requests
by October 21, 2010 will have the
opportunity to address the committee.

Dated: September 21, 2010.
Kevin B. Elliott,
Forest Supervisor.
[FR Doc. 2010-24333 Filed 9-28-10; 8:45 am]
BILLING CODE 3410-11-M

DEPARTMENT OF AGRICULTURE
Forest Service

Southern Arizona Resource Advisory
Committee

AGENCY: Forest Service, USDA.
ACTION: Notice of meeting.

SUMMARY: The Southern Arizona
Resource Advisory Committee will meet
in Tucson, Arizona. The purpose of the
meeting is for the committee members
to discuss committee protocols,
operating guidelines, and project
proposal requirements.

DATES: The meeting will be held
October 19, 2010, beginning at 10 a.m.
to approximately 4 p.m.

ADDRESSES: The meeting will be held at
the Tucson Interagency Fire Center,
2646 E. Commerce Center Place,
Tucson, AZ 85706. Send written
comments to Jennifer Ruyle, RAC
Coordinator, Southern Arizona Resource
Advisory Committee, do Coronado
National Forest, 300 W. Congress,
Tucson, Arizona 85701 or electronically
to jruyle@fs.fed.us.

FOR FURTHER INFORMATION CONTACT:
Jennifer Ruyle, Coronado National
Forest, (520) 388—-8351.

SUPPLEMENTARY INFORMATION: The
meeting is open to the public and
opportunity for public input will be
provided. Committee discussion is
limited to Forest Service staff and
Committee members. However, persons
who wish to bring Pub. L. 110-343
related matters to the attention of the
Committee may file written statements
with the Committee staff before or after
the meeting.

Dated: September 22, 2010.
Melissa Shafiqullah,

Acting Deputy Forest Supervisor, Coronado
National Forest.

[FR Doc. 2010-24331 Filed 9-28-10; 8:45 am|
BILLING CODE M

COMMITTEE FOR THE
IMPLEMENTATION OF TEXTILE
AGREEMENTS

Limitations of Duty- and Quota-Free
Imports of Apparel Articles Assembled
in Beneficiary ATPDEA Countries From
Regional Country Fabric

AGENCY: Committee for the
Implementation of Textile Agreements
(CITA).

ACTION: Publishing the New 12-Month
Cap on Duty and Quota Free Benefits.

DATES: Effective Date: October 1, 2010.
FOR FURTHER INFORMATION CONTACT:
Richard Stetson, International Trade
Specialist, Office of Textiles and
Apparel, U.S. Department of Commerce,
(202) 482-3400.

SUPPLEMENTARY INFORMATION:

Authority: Section 3103 of the Trade Act
of 2002, Public Law 107-210; Title VII of the
Tax Relief and Health Care Act of 2006
(TRHCA 2006), Pub. L. 109—432; H.R. 1830,
110th Cong. (2007) (H.R. 1830); Presidential
Proclamation 7616 of October 31, 2002 (67
FR 67283, November 5, 2002).

Section 3103 of the Trade Act of 2002
amended the Andean Trade Preference
Act (ATPA) to provide for duty and
quota-free treatment for certain textile
and apparel articles imported from
designated Andean Trade Promotion
and Drug Eradication Act (ATPDEA)
beneficiary countries. Section
204(b)(3)(B)(iii) of the ATPA, as
amended, provides duty- and quota-free
treatment for certain apparel articles
assembled in ATPDEA beneficiary
countries from regional fabric and
components. More specifically, this
provision applies to apparel articles
sewn or otherwise assembled in one or
more ATPDEA beneficiary countries
from fabrics or from fabric components
formed or from components knit-to-
shape, in one or more ATPDEA
beneficiary countries, from yarns wholly
formed in the United States or one or
more ATPDEA beneficiary countries
(including fabrics not formed from
yarns, if such fabrics are classifiable
under heading 5602 and 5603 of the
Harmonized Tariff Schedule (HTS) and
are formed in one or more ATPDEA
beneficiary countries). Such apparel
articles may also contain certain other
eligible fabrics, fabric components, or
components knit-to-shape.
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The TRHCA of 2006 extended the
expiration of the ATPA to June 30, 2007.
See section 7002(a) of the TRHCA 2006.
H.R. 1830 further extended the
expiration of the ATPA to February 29,
2008. H.R. 5264 further extended the
expiration of the ATPA to December 31,
2008. H.R. 7222, 110th Cong. (2008),
further extended the expiration of the
ATPA to December 31, 2009. H.R. 4284,
111th Cong. (2009), further extended the
expiration of the ATPA to December 31,
2010.

For the period beginning on October
1, 2010 and extending through
December 31, 2010, preferential tariff
treatment is limited under the regional
fabric provision to imports of qualifying
apparel articles in an amount not to
exceed 5 percent of the aggregate square
meter equivalents of all apparel articles
imported into the United States in the
preceding 12-month period for which
data are available. For the purpose of
this notice, the 12-month period for
which data are available is the 12-month
period that ended July 31, 2010. In
Presidential Proclamation 7616
(published in the Federal Register on
November 5, 2002, 67 FR 67283), the
President directed CITA to publish in
the Federal Register the aggregate
quantity of imports allowed during each
period.

For the period beginning on October
1, 2010 and extending through
December 31, 2010, the aggregate
quantity of imports eligible for
preferential treatment under the
regional fabric provision is
1,238,203,339 square meters equivalent.
Apparel articles entered in excess of this
quantity will be subject to otherwise
applicable tariffs.

This quantity is calculated using the
aggregate square meter equivalents of all
apparel articles imported into the
United States, derived from the set of
Harmonized System lines listed in the
Annex to the World Trade Organization
Agreement on Textiles and Clothing
(ATC), and the conversion factors for
units of measure into square meter
equivalents used by the United States in
implementing the ATC.

Kim Glas,

Chairman, Committee for the Implementation
of Textile Agreements.

[FR Doc. 2010-24457 Filed 9-28—10; 8:45 am]
BILLING CODE 3510-DS-P

COMMITTEE FOR THE
IMPLEMENTATION OF TEXTILE
AGREEMENTS

Limitations of Duty- and Quota-Free
Imports of Apparel Articles Assembled
in Beneficiary Sub-Saharan African
Countries From Regional and Third-
Country Fabric

AGENCY: Department of Commerce,
International Trade Administration.
ACTION: Publishing the New 12—Month
Cap on Duty- and Quota-Free Benefits.

DATES: Effective Date: October 1, 2010.
FOR FURTHER INFORMATION CONTACT: Don
Niewiaroski, International Trade
Specialist, Office of Textiles and
Apparel, U.S. Department of Commerce,
(202) 482—-4058.

SUPPLEMENTARY INFORMATION:

Authority: Title I, Section 112(b)(3) of the
Trade and Development Act of 2000 (TDA
2000), Pub. L. 106-200, as amended by
Division B, Title XXI, section 3108 of the
Trade Act of 2002, Pub. L. 107—210; Section
7(b)(2) of the AGOA Acceleration Act of
2004, Pub. L. 108-274; Division D, Title VI,
section 6002 of the Tax Relief and Health
Care Act of 2006 (TRHCA 2006), Pub. L. 109—
432; Presidential Proclamation 7350 of
October 2, 2000 (65 FR 59321); Presidential
Proclamation 7626 of November 13, 2002 (67
FR 69459).

Background

Title I of TDA 2000 provides for duty-
and quota-free treatment for certain
textile and apparel articles imported
from designated beneficiary sub-
Saharan African countries. Section
112(b)(3) of TDA 2000 provides duty-
and quota-free treatment for apparel
articles wholly assembled in one or
more beneficiary sub-Saharan African
countries from fabric wholly formed in
one or more beneficiary countries from
yarn originating in the U.S. or one or
more beneficiary countries. This
preferential treatment is also available
for apparel articles assembled in one or
more lesser-developed beneficiary sub-
Saharan African countries, regardless of
the country of origin of the fabric used
to make such articles, subject to
quantitative limitation. Title VI of the
TRHCA 2006 extended this special rule
for lesser-developed countries through
September 30, 2012.

The AGOA Acceleration Act of 2004
provides that the quantitative limitation
for the twelve-month period beginning
October 1, 2010 will be an amount not
to exceed 7 percent of the aggregate
square meter equivalents of all apparel
articles imported into the United States
in the preceding 12-month period for
which data are available. See Section
112(b)(3)(A)(ii)(I) of TDA 2000, as

amended by Section 7(b)(2)(B) of the
AGOA Acceleration Act of 2004. Of this
overall amount, apparel imported under
the special rule for lesser-developed
countries is limited to an amount not to
exceed 3.5 percent of all apparel articles
imported into the United States in the
preceding 12-month period. See Section
112(b)(3)(B)(ii)(II) of TDA 2000, as
amended by Section 6002(a) of TRHCA
2006. Presidential Proclamation 7350 of
October 2, 2000 directed CITA to
publish the aggregate quantity of
imports allowed during each 12-month
period in the Federal Register.

For the one-year period, beginning on
October 1, 2010, and extending through
September 30, 2011, the aggregate
quantity of imports eligible for
preferential treatment under these
provisions is 1,733,484,674 square
meters equivalent. Of this amount,
866,742,337 square meters equivalent is
available to apparel articles imported
under the special rule for lesser-
developed countries. Apparel articles
entered in excess of these quantities will
be subject to otherwise applicable
tariffs.

These quantities are calculated using
the aggregate square meter equivalents
of all apparel articles imported into the
United States, derived from the set of
Harmonized System lines listed in the
Annex to the World Trade Organization
Agreement on Textiles and Clothing
(ATC), and the conversion factors for
units of measure into square meter
equivalents used by the United States in
implementing the ATC.

Kimberly Glas,

Chairman, Committee for the Implementation
of Textile Agreements.

[FR Doc. 2010-24460 Filed 9-28—10; 8:45 am]
BILLING CODE 3510-DS-P

DEPARTMENT OF COMMERCE

Submission for OMB Review;
Comment Request

The Department of Commerce will
submit to the Office of Management and
Budget (OMB) for clearance the
following proposal for collection of
information under the provisions of the
Paperwork Reduction Act (44 U.S.C.
Chapter 35).

Agency: International Trade
Administration (ITA).

Title: Implementation of Tariff Rate
Quota Established Under Title V of the
Trade and Development Act of 2000 as
Amended for Imports of Certain
Worsted Wool.

OMB Control Number: 0625—-0240.

Form Number(s): ITA—4139P and
ITA—-4140P.
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Type of Request: Regular submission.
Burden Hours: 160.
Number of Respondents: 30.

Average Hours per Response: 3 hours,
Application for TRQ License; and 1
hour, Request for Reallocation of Tariff
Rate Quota.

Needs and Uses: Title V of the Trade
and Development Act of 2000 (“the
Act”) as amended by the Trade Act of
2002, the Miscellaneous Trade Act of
2004, the Pension Protection Act of
2006, and the Emergency Economic
Stabilization Act of 2008 contains
several provisions to assist the wool
products industries. These include the
establishment of tariff rate quotas (TRQ)
for a limited quantity of worsted wool
fabrics. The Act requires the President
to fairly allocate the TRQ to persons
who cut and sew men’s and boys’
worsted wool suits and suit-like jackets
and trousers in the United States, and
who apply for an allocation based on
the amount of suits they produced in
the prior year. The Department must
collect certain information in order to
fairly allocate the TRQ to eligible
persons.

Affected Public: Business or other for-
profit organizations.

Frequency: Annually.
Respondent’s Obligation: Voluntary.

OMB Desk Officer: Wendy Liberante,
(202) 395-3647.

Copies of the above information
collection proposal can be obtained by
calling or writing Diana Hynek,
Departmental Paperwork Clearance
Officer, (202) 482—0266, Department of
Commerce, Room 6616, 14th and
Constitution Avenue, NW., Washington,
DC 20230 (or via the Internet at
dHynek@doc.gov.

Written comments and
recommendations for the proposed
information collection should be sent
within 30 days of publication of this
notice to Wendy Liberante, OMB Desk
Officer, Fax number (202) 395-5167 or
via the Internet at
Wendy L. Liberante@omb.eop.gov.

Dated: September 24, 2010.
Gwellnar Banks,

Management Analyst, Office of the Chief
Information Officer.

[FR Doc. 2010-24375 Filed 9-28-10; 8:45 am]
BILLING CODE 3510-DR-P

DEPARTMENT OF COMMERCE

Office of the Secretary; National
Telecommunications and Information
Administration; International Trade
Administration; National Institute of
Standards and Technology

[Docket No. 100921457-0457-01]
RIN 0660—-XA20

Global Free Flow of Information on the
Internet

AGENCY: Office of the Secretary, U.S.
Department of Commerce; National
Telecommunications and Information
Administration, U.S. Department of
Commerce; International Trade
Administration, U.S. Department of
Commerce; and National Institute of
Standards and Technology, U.S.
Department of Commerce.

ACTION: Notice of Inquiry.

SUMMARY: The Department of
Commerce’s Internet Policy Task Force
is examining issues related to the global
free flow of information on the Internet.
Specifically, the Department seeks
public comment from all stakeholders,
including the commercial, academic,
and civil society sectors, on government
policies that restrict information flows
on the Internet. The Task Force seeks to
understand why these restrictions have
been instituted; what, if any, impact
they have had on innovation, economic
development, global trade and
investment; and how best to address
negative impacts. After analyzing the
comments responding to this Notice, the
Department intends to publish a report
which will contribute to the
Administration’s domestic policy and
international engagement on these
issues.

DATES: Comments are due on or before
November 15, 2010.

ADDRESSES: Written comments may be
submitted by mail to the National
Telecommunications and Information
Administration at U.S. Department of
Commerce, 1401 Constitution Avenue,
NW., Room 4701, Washington, DC
20230. Submissions may be in any of
the following formats: HTML, ASCII,
Word (.doc and .docx), .odf, .rtf, or .pdf.
Online submissions in electronic form
may be sent to freeflow-noi-
2010@ntia.doc.gov. Paper submissions
should include a three and one-half
inch computer diskette or compact disc
(CD). Diskettes or CDs should be labeled
with the name and organizational
affiliation of the filer and the name of
the word processing program used to
create the document. Comments will be

posted at http://www.ntia.doc.gov/
internetpolicytaskforce/gffi/index.html.

FOR FURTHER INFORMATION CONTACT: For
questions about this Notice contact:
Chris Hemmerlein, Office of
International Affairs, National
Telecommunications and Information
Administration, U.S. Department of
Commerce, 1401 Constitution Avenue,
NW., Room 4706, Washington, DC
20230; telephone (202) 482-1885; e-mail
chemmerlein@ntia.doc.gov. Please
direct media inquiries to NTIA’s Office
of Public Affairs at (202) 482—7002.

SUPPLEMENTARY INFORMATION:
Background

Recognizing the vital importance of
the Internet to U.S. prosperity,
education and political and cultural life,
the Department of Commerce has made
it a top priority to ensure that the
Internet remains open for innovation.
The Department has created an Internet
Policy Task Force (Task Force) to
identify leading public policy
challenges in the Internet environment.
The Task Force leverages expertise
across many bureaus at the Department,
including those responsible for
domestic and international information
and communications policy,
international trade, cybersecurity
standards and best practices,
intellectual property, business
advocacy, and export control. This is
one in a series of inquiries from the
Task Force. Other reviews include
Internet privacy, cybersecurity, and
online copyright protection issues. The
Task Force may explore additional areas
in the future.

The Department of Commerce
launched the Internet Policy Task Force
to identify and examine the impact that
restrictions on the flow of information
over the Internet have on American
businesses and global commerce.
Businesses, emerging entrepreneurs and
consumers alike benefit from the ability
to transmit information quickly and
efficiently both domestically and
internationally. The Department aims to
assist industry, and other stakeholders
to operate in varying Internet
environments and to identify policies
that will advance economic growth and
create jobs and opportunities for the
American people.

Many countries have recognized that
the free flow of information over the
Internet is integral to economic growth
and vibrancy, as well as to the
promotion of democratic values that are
essential to free markets and free
societies. In 2008, members of the
Organization for Economic Co-operation
and Development (OECD) issued the
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Seoul Declaration on the Future of the
Internet Economy. The Seoul
Declaration, signed by 39 governments
and the European Community, called
for governments to foster creativity in
the development, use and application of
the Internet, through policies that
“maintain an open environment that
supports the free flow of information,
research, innovation, entrepreneurship
and business transformation.” 1

Many governments continue to place
restrictions on these flows despite
recognizing the value of the free flow of
information on the Internet. Some
governments create specific restrictions
based upon articulated reasons,
including consumer protection and
public safety. At times, however, such
restrictions, or their implementation,
may place undue burdens on businesses
or Internet users. Governments may also
restrict information flows as a way of
promoting or protecting local
businesses, such as by developing
restrictions that mostly impact foreign
competitors or by applying them on an
unequal basis. In other cases,
governments may wish to restrict
information flows as a way of limiting
access to certain types of information
that are not themselves illegal, but that
may contain objectionable political or
social content. In some cases, laws,
policies and rules restricting
information flows may be vaguely
articulated, inconsistently enforced,
pretextual, or created without
transparent and open processes.
Government regulators may have
difficulty in consistently applying laws
or rules that are not clearly written or
that have been developed without prior
public comment. In such circumstances,
business may also have difficulty
ensuring their practices comply.

Contribution of this NOI to the Internet
Policy Task Force

Responses to this Notice will assist
the Task Force in preparing a report on
the global free flow of information on
the Internet. This report will examine
the impact that restrictions on the free
flow of information on the Internet have
on innovation, global economic growth,
trade, and investment. The Task Force’s

1The Seoul Declaration was signed by Australia,
Austria, Belgium, Canada, Chile, the Czech
Republic, Denmark, Egypt, Estonia, Finland,
France, Germany, Greece, Hungary, Iceland, India,

Indonesia, Ireland, Israel, Italy, Japan, Korea, Latvia,

Luxembourg, Mexico, the Netherlands, New
Zealand, Norway, Poland, Portugal, Senegal, Slovak
Republic, Slovenia, Spain, Sweden, Switzerland,
Turkey, the United Kingdom, the United States of
America, and the European Community. The Seoul
Declaration for the Future of the Internet Economy,
June 2008, available at http://www.oecd.org/
dataoecd/49/28/40839436.pdf.

report may include policy options and
recommendations for general regulatory,
legislative, self-regulatory and voluntary
steps that will enhance the free flow of
information online. The Task Force
anticipates that the dialogue launched
by this document and the research
conducted will contribute to
Administration-wide policy positions
and global discussions related to the
Internet economy. The work of the Task
Force has been and will continue to be
closely coordinated with other agencies,
including the State Department, as
described below.

The Impact of the Global Free Flow of
Information on Commerce

The ability to freely and efficiently
distribute information on the Internet is
at the very core of modern consumer,
business, political and educational
activity. Between 1999 and 2007, the
United States economy enjoyed an
increase of over 500 percent in business-
to-consumer online commerce.2? Taking
into account business-to-business
transactions, online commerce
accounted for over $3 trillion dollars in
revenue for U.S. companies in 2007.3
The economic benefits provided by the
information economy increased even
during the recent economic downturn.
During 2008, industry analysts estimate
that sales by the top 100 online retailers
grew 14.3 percent.# In contrast, the U.S.
Census Bureau estimates a 0.9 percent
decrease in total retail sales over that
time period.5

In 2009, U.S. mobile commerce sales
grew over 200 percent, reaching $1.2
billion.5 Analysts expect this impressive
growth in mobile commerce to continue
in 2010.7 Businesses have found this
growing market to be extremely
lucrative, as evidenced by the estimated
$3.8 billion that they will spend on
mobile advertising in 2010.8

Likewise, the free flow of information
on the Internet has a significant impact
on the types of technologies that

2U.S. Census Bureau, “E-Stats,” May 28, 2009.

3Id.

4Mark Brohan, The Top 500 Guide, Internet
Retailer, http://www.internetretailer.com/2009/05/
29/the-top-500-guide (June 2009).

5U.S. Census Bureau, Quarterly Retail E-
Commerce Sales: 4th Quarter 2008 (Feb. 16, 2010),
Table 4.

6 Katie Deatsch, U.S. M-Commerce Sales to Hit
$2.4 Billion This Year, ABI Research Says Internet
Retailer. http://www.internetretailer.com/2010/02/
16/u-s-m-commerce-sales-to-hit-2—4-billion-this-
vear-abi-researc (Feb. 16, 2010).

7Id.

8Khan, et. al., Mobile Advertising: An In-Depth
Look at the Future of Mobile Advertising, J.P.
Morgan/North American Equity Research, https://
mm.jpmorgan.com/stp/t/c.do?i=E8283-
B8&u=a_p*d_423260.pdf*h_2tvncakf (June 4,
2010).

consumers use to communicate, absorb,
and process data. For example,
integrated application stores on
handheld devices have simplified how
individuals purchase software over the
Internet, and are projected to accrue
$6.2 billion in consumer spending in
2010 alone.? Similarly, mobile VoIP
software is growing in popularity and is
estimated to be responsible for nearly
$29.57 billion in annual global sales by
2015.10

The free flow of information on the
Internet also has an impact on global
commerce generally. Many small and
medium sized businesses and
entrepreneurs utilize new technologies
and applications, such as VoIP, social
networking and cloud computing
services, to run their businesses more
efficiently and to gain access to
information, which allows them to
compete effectively.

The U.S. Government’s Involvement in
the Information Flows Issue

The Department of Commerce has
played an instrumental role in
developing policies that facilitate
commerce over the Internet. Over the
past two decades, the National
Telecommunications and Information
Administration (NTIA), in its role as
principal adviser to the President on
telecommunications and information
policy, has worked closely with other
agencies of the U.S. Government on
these issues. In 1993, the White House
formed the Information Infrastructure
Task Force, chaired by the Secretary of
Commerce, which was tasked with
developing telecommunications and
information policies to promote the
growth of the Internet. Since then, NTIA
has facilitated the U.S. Government’s
participation in a variety of
international agreements, including the
OECD and the above-referenced Seoul
Declaration on the Future of the Internet
Economy, as well as the outcomes of the
United Nations World Summit on the
Information Society (WSIS), which aims
to develop worldwide access to
Information and Communications
Technologies (ICTs) by 2015. In
addition, NTIA continues to play a
leading role in other international
venues such as the International
Telecommunication Union (ITU), the
Internet Governance Forum (IGF), and

9 Gartner Says Consumers Will Spend $6.2 Billion
in Mobile Application Stores in 2010, Gartner
Newsroom, http://www.gartner.com/it/
page.jsp?id=1282413 (January 18, 2010).

10 Mobile VoIP Posed to Become the Principle
Transport for Various Access Technologies,
InfoTech, http://it.tmcnet.com/news/2010/05/20/
4799884.htm (May 20, 2010).
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the Internet Corporation for Assigned
Names and Numbers (ICANN).

The International Trade
Administration (ITA) strengthens U.S.
competitiveness abroad by helping
shape industry-specific as well as
general trade policy to assist U.S.
companies and helps create trade
opportunities through the removal of
market access barriers. ITA also
promotes U.S. exports, particularly by
small and medium-sized enterprises,
and provides commercial diplomacy
support for U.S. business interests
around the world. In addition to trade
promotion, ITA enforces U.S. trade laws
and agreements to prevent unfairly
traded imports and to safeguard the
competitive strength of U.S. businesses.
ITA also works to improve the global
business environment and helps U.S.
organizations compete at home and
abroad.

The National Institute of Standards
and Technology (NIST) contributes
significantly to the development of
Internet security and interoperability
standards, guidelines, best practices,
and security measurement capabilities
and tools. NIST actively engages with
industry and academia to advance the
state-of-the-art in information
technology networking in such
applications as cyber security and
encryption, among the critical
underpinnings of information flows
over the Internet for American
businesses and global commerce. NIST
accelerates the development and
deployment of Internet systems that are
reliable, usable, interoperable, and
secure, and conducts research to
develop the measurement and standards
infrastructure for the emerging Internet
technologies and applications that will
support future economic growth and
vibrancy.

The Commerce Department has
worked in a number of international
fora to develop guidelines that foster
international trade. ITA administers the
U.S.—European Union (EU) Safe Harbor
Framework, which facilitates U.S.
companies’ compliance with the
requirements of the 1995 EU Directive
on Data Protection for transferring data
outside of the European Union. ITA also
administers the U.S.-Swiss Safe Harbor
Framework, which was implemented in
2009. The Department played a
significant role in launching the
Trilateral Committee on Transborder
Data Flows in 2009 and is involved in
bilateral Internet commerce policy
initiatives with India, Japan, China,
Korea and other key countries.

The United States Trade
Representative (USTR) has addressed
cross-border data issues in varying

degrees in all recent major trade
agreements, including World Trade
Organization (WTO) agreements and
Free Trade Agreements (FTA). One of
the main ‘modes of delivery’ of services
on which WTO members and FTA
partners make binding trade
commitments is cross-border trade, the
importance of which has grown with the
growth of globally interconnected
broadband networks. The main
commercial beneficiaries of such
commitments have been data-centric
services—telecoms, computer
processing, and more recently, content-
based services, for whom data flows are
at the heart of their commercial
offerings. Accordingly, governmental
prohibitions or restrictions on data
flows significantly undermine the value
of a trade commitment, and in some
cases could be actionable under trade
law. Drafters of the 1994 WTO General
Agreement on Trade in Services
recognized the importance of this issue
and included a provision ensuring that
service suppliers covered by a Member’s
specific sectoral commitment (which
vary country by country) would have
the right to access public
telecommunications networks in order
to move information within and across
borders and access data contained in
data bases in the territory of any
Member. To date, despite recognition of
related problems in many countries,
there has never been a case brought to
formal dispute settlement.

The Department of State’s Office of
Communications and Information
Policy (CIP) advocates international
policies for expanded access to
information and communications
technologies, improved efficiency in the
worldwide ICT and telecommunications
market through increased reliance on
free-market forces, and fair
opportunities for U.S. companies to
participate in this sector internationally.
CIP leads U.S. delegations to
multilateral organizations like the ITU
and also coordinates bilateral
consultations on Internet and telecom
policies with several key countries,
including India, Egypt, China, Japan and
the EU.

The Net Freedom Taskforce is the
Department of State’s internal policy
coordinating group on issues of global
Internet freedom. The taskforce is co-
chaired by State’s Under Secretary of
Economic and Agricultural Affairs and
State’s Under Secretary of Democracy
and Global Affairs. The NetFreedom
Taskforce works to increase access to
uncensored content over the Internet
and other connection technologies, in
addition to monitoring and responding
to threats to Internet freedom as they

arise. This is accomplished through
frequent engagement with civil society
and business, programming support for
initiatives that improve Internet
Freedom and government-to-
government consultations with both
countries of concern and countries with
similar perspectives on this issue.

Request for Comment

In developing this Notice, the Internet
Policy Task Force conducted listening
sessions with a range of companies and
civil society organizations. Those
conversations shaped the questions
described below. The Task Force now
seeks detailed comments from all
stakeholders on their experiences in
sharing and exchanging information
through the Internet worldwide. It seeks
to understand the specific nature of
restrictions that exist with respect to the
free flow of information, the rationale
given for the restrictions, and whether
and how these restrictions have
influenced business decisions relating
to innovation, trade or investment. It
also seeks comment on how to best
mitigate any negative impacts by using
trade agreements and other tools that
might foster international cooperation
on Internet policy.

The questions below are intended to
assist in framing the issues and should
not be construed as a limitation on
comments that parties may submit. The
Department invites comment on the full
range of issues that may be presented by
this inquiry. Comments that contain
references, studies, research and other
empirical data that are not w