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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.

EQUAL EMPLOYMENT OPPORTUNITY
COMMISSION

29 CFR Part 1610

RIN 3046—-AA90
Availability of Records

AGENCY: Equal Employment
Opportunity Commission.

ACTION: Final rule.

SUMMARY: The Equal Employment
Opportunity Commission (“EEOC” or
“Commission”) is issuing a final rule
revising its Freedom of Information Act
(FOIA) regulations in order to
implement the Openness Promotes
Effectiveness in our National
Government Act of 2007 (“OPEN
Government Act”’) and the Electronic
FOIA Act of 1996 (“E-FOIA Act”); to
reflect the reassignment of FOIA
responsibilities in the Commission’s
field offices from the Regional Attorneys
to the District Directors; and to
consolidate Commission public reading
areas in offices where there are adequate
FOIA personnel to provide satisfactory
service.

DATES: Effective June 19, 2013.

FOR FURTHER INFORMATION CONTACT:
Stephanie D. Garner, Assistant Legal
Counsel, FOIA Programs, Gary J.
Hozempa, Senior Attorney, or Draga G.
Anthony, Attorney Advisor, Office of
Legal Counsel, U.S. Equal Employment
Opportunity Commission, at (202) 663—
4640 (voice) or (202) 663—7026 (TTY).
These are not toll-free telephone
numbers. This final rule also is available
in the following formats: large print,
Braille, audiotape, and electronic file on
computer disk. Requests for this final
rule in an alternative format should be
made to EEOC’s Publications Center at
1-800-669-3362 (voice) or 1-800—800—
3302 (TTY).

SUPPLEMENTARY INFORMATION:

Introduction

On September 4, 2012, EEOC
published in the Federal Register a
notice of proposed rulemaking
(“NPRM”) setting forth revisions to
EEOC’s FOIA regulations at 29 CFR part
1610. 77 FR 53814 (2012). The purpose
of the revisions contained in the final
rule is to update the Commission’s
FOIA regulations so that they are
consistent with current Commission
practice in responding to FOIA requests
as reflected in the OPEN Government
Act and the E-FOIA Act, and the
Commission’s transfer of FOIA
responsibilities from its Regional
Attorneys to its District Directors. The
revisions also are intended to
consolidate Commission public reading
rooms in offices where there are
adequate FOIA personnel, and
streamline the Commission’s FOIA
regulations by removing excess
verbiage. The NPRM sought public
comments which were due on or before
November 5, 2012.

EEOQOC received six comments in
response to the NPRM. Three comments
were submitted by individuals, and the
remaining three were submitted by
OMB Watch, the National Council of
EEOC Locals No. 216 (hereinafter the
“Union), and the National Archives and
Records Administration, Office of
Government Information Services
(hereinafter “OGIS”).

One individual commenter suggested
that EEOC consider whether FOIA’s
statutory exemptions remain ‘“‘viable.”
This comment pertains to the FOIA
statute itself, is outside the scope of the
NPRM, and will not be addressed
further. A second individual
commented that the Department of
Defense and the Environmental
Protection Agency should release
certain medical records pertaining to the
activities of the “Hanford Atomic
Works” during the 1940’s and 1950’s.
This comment also is outside the scope
of the NPRM and will not be addressed
further.

The Commission has considered
carefully the remaining comments and
has made some changes to the final rule
in response to the comments. The
comments EEOC received, the changes
made to the final rule, and EEOC’s
reasons for not making other changes
are discussed in more detail below.

Section 1610.1—Definitions

In the NPRM, EEOC proposed adding
definitions for three terms: “agency
record,” “news,” and ‘“‘representative of
the news media.” In its comments, OGIS
recommends that EEOC define three
additional terms: “FOIA Public
Liaison,” “fee category,” and ‘‘fee
waiver.” An individual also commented
that EEOC’s proposed definition of
“representative of the news media” is
vague and ambiguous.

EEOC agrees with OGIS that adding
its suggested definitions will be helpful,
and the definitions have been added to
the final rule. As for the proposed
definition of “representative of the news
media,” EEOC’s definition is taken
verbatim from the FOIA statute, as
amended. EEOC does not regard the
definition as either vague or ambiguous.
Moreover, the concern of the commenter
appears to be that the definition will
exclude requesters who work for, and
contribute to, “‘electronic media
outlets.” As the definition makes clear,
however, what constitutes “news
media” is a constantly evolving concept,
and includes, but is not limited to,
various ‘“‘electronic . . . alternative
media.”

Section 1610.2—Statutory requirements

The current rule at 29 CFR 1610.2
states that, among other things, FOIA
exempts “specified classes of records”
from public disclosure. While the
NPRM did not propose any changes to
this section, OGIS suggests that EEOC
provide examples “of the type of
documents that fall into these
categories” (that is, that EEOC delineate
the various classes of records exempt
from disclosure by FOIA).

Given that EEOC did not propose
amending § 1610.2, any comments
regarding this section fall outside the
scope of the NPRM and therefore do not
require a response. Nevertheless, we
note that EEOC’s FOIA regulation at 29
CFR 1610.17 (Exemptions) gives
examples of the type of documents that
are exempt from disclosure under FOIA.
Further, the FOIA section on EEOC’s
public Web site contains a “Freedom of
Information Act Reference Guide”
(http://www.eeoc.gov/eeoc/foia/
handbook.cfm). The Reference Guide
discusses and provides examples of
information and documents that are
exempt under FOIA. Repeating these
examples in § 1610.2 is unnecessary.
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Section 1610.4—Public reference
facilities and current index

In this section, EEOC proposed,
among other things, to eliminate the
current FOIA reading rooms in its Field,
Local, and Area Offices. As proposed,
reading rooms will be located only in
Headquarters and District Offices. In its
comments, the Union opposes this
proposal and suggests either retaining
all reading rooms or installing in the
smaller offices dedicated computers
which the public can use to access
reading room materials.

The proposal to reduce EEOC’s
reading rooms from 51 to 16 is resource
based. Only Headquarters and the
District Offices have sufficient
personnel to service those members of
the public wanting access to EEOC’s
public reading rooms and materials. The
Union believes that reducing the
number of reading rooms will reduce
service to the public. However, if an
office lacking available and
knowledgeable personnel is unable to
properly support, maintain, and
administer a public reading room, the
public will not be well served either.
Furthermore, if smaller offices must
assign personnel to manage reading
rooms, this will adversely impact their
ability to provide necessary services to
individuals seeking to file charges of
employment discrimination.

Individuals who cannot visit reading
rooms in District Offices or
Headquarters still can access many
reading room materials through other
means. For example, all reading room
materials created on or after November
1, 1996, as well as some materials
created before November 1, 1996, are
accessible through EEOC’s public Web
site. Members of the public also can
contact the Headquarters Library or a
District Office by mail, telephone, or
email to obtain reading room materials.

Equipping EEOC’s smaller field
offices with dedicated computers
presents problems similar to those of
housing reading rooms. Personnel will
be needed to maintain the computers, as
well as to demonstrate to members of
the public how to use them to access the
information they seek. The smaller
offices lack the personnel necessary to
do these tasks without adversely
affecting their ability to service the
needs of charging parties.

Therefore, for all of the above reasons,
the Commission believes it is in the best
interests of the public and EEOC to
eliminate its reading rooms in its
smaller field offices.

Section 1610.5—Request for records

This section, among others things,
requires a person who files a FOIA

request to “clearly and prominently
identify[y]” the request as a “request for
information under the ‘Freedom of
Information Act.”” OGIS states that
FOIA does not require a requester to
identify a request as one filed pursuant
to FOIA. OGIS suggests instead that the
final rule state that a requester “should”
identify the request as a FOIA request.
In addition, while not referencing a
particular revision proposed by EEOC
pertaining to this section, OGIS suggests
that EEOC add language “clarifying the
intersection between FOIA and the
Privacy Act, which some requesters find
confusing.”

While OGIS is correct that FOIA does
not require that a request be labeled as
a FOIA request, clear labeling is an
important issue for the EEOC.
Approximately 95 percent of the FOIA
requests received by EEOC are requests
for the charge files that are created when
an employee or applicant files with
EEOC an administrative charge of
employment discrimination. In
accordance with EEOC procedures, a
request for a charge file can be made
under Section 83 of Volume I of EEOC’s
Compliance Manual, or pursuant to
FOIA. A “Section 83” request provides
EEOC with a more efficient way to
disclose a charge file to the parties to
the charge because, unlike a FOIA
request, a Section 83 request does not
have to be logged and tracked for
reporting purposes, does not require
EEOC to identify the site or amount of
withheld information, and does not
require EEOC to explain the FOIA
exemption applicable to any
information that is withheld. Because
there are two methods by which a
requester can request a charge file, and
because EEOC is able to process Section
83 requests more efficiently than FOIA
requests, EEOC deems any request for a
charge file that falls within Section 83’s
parameters to be a Section 83 request
unless the requester specifically
mentions FOIA. Requiring a requester to
designate his or her request for a charge
file as a FOIA request therefore will
ensure that EEOC processes the request
under the procedure desired by the
requester.

As to OGIS’s suggestion that EEOC
add language discussing the interaction
between FOIA and the Privacy Act, we
do not agree with the basis for the
suggestion. Most agencies usually
process first-party requests under both
FOIA and the Privacy Act. EEOC charge
files, however, are exempt from
disclosure under the Privacy Act (see 29
CFR 1611.13) (federal sector EEO
complaint files also are exempt).
Because requests for charge files are not
processed under the Privacy Act,

including language about the Privacy
Act may lead requesters to believe there
is a second disclosure option for charge
files (or a third option, if one includes
the Section 83 option). Since a Privacy
Act option does not exist, mention of
the Privacy Act will likely cause
confusion for requesters.

Section 1610.6—Records of other
agencies

The NPRM revised this section to
state that a request for a record
originating in another agency that is in
the custody of EEOC will be referred to
the other agency and EEOC will honor
the other agency’s decision under FOIA.
OGIS suggests that EEOC include in its
final rule a provision that states that
EEOC will provide the requester with
contact information for the other agency
when a referral is made.

EEOC currently provides the contact
information recommended by OGIS and
refers the request to the other agency’s
FOIA contact person at the address
provided on the Department of Justice
FOIA Web site. EEOC does not believe
it is necessary to revise the final rule to
reflect this practice.

Section 1610.9—Responses: timing

In the NPRM, EEOC proposed using a
three-track system for responding to
FOIA requests: a simple track, a
complex track, and an expedited track.
Simple requests would be processed in
10 business days or less. Complex
requests would be processed between 11
and 20 business days. Expedited
requests would be processed
appropriately. EEOC also proposed
assigning an individualized tracking
number to each FOIA request and
notifying the requester of this tracking
number.

The Union comments that the
proposed three-track system is ill-
advised because EEOC will not be able
to process simple requests in 10
business days or less (thereby
disappointing the expectations of the
public), and that staff time would be
better utilized sanitizing files. The
Union also states that no study exists
which demonstrates a need for a three-
track system, or establishes that
implementing such a system will result
in improved processing times or reduce
EEOC’s FOIA backlog. The Union also
believes that too many requests will
meet the criteria for simple track
processing, resulting in more missed
deadlines. In this regard, the Union
believes that the three-track process fails
to account for the time required to
categorize a request. The Union also is
concerned that the proposed multitrack
process ignores the possibility that the
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person making the tracking assessments
will be the same person expected to
process the requests, or that it will be
someone outside of the disclosure unit,
thus resulting in additional delays due
to transferring files between units.
Finally, the Union discusses the grade
levels of staff within a disclosure unit
and argues that the grade and staffing
levels are not amenable to a multitrack
FOIA processing system.

In another comment, an individual
states that it would be helpful if
additional information was provided
about how EEOC will assess each
request for purposes of placing it in the
appropriate track. OGIS suggests that
EEOC’s acknowledgement letter, in
addition to notifying a requester of his
or her unique FOIA tracking number,
also include ““a brief description of the
subject of the request.”

The Commission does not believe that
implementing a three-track process will
jeopardize public expectations or cause
internal processing difficulties.
Currently, EEOC uses a two-track
system: one for requests seeking
expedited processing under 5 U.S.C.
§552(a)(6)(E); and one for all other
requests. Generally speaking, a requester
must demonstrate a “‘compelling need”
for expedited processing. See id. With
respect to all other requests, EEOC has
adopted the court-sanctioned practice of
processing them on a “first-in, first-out
basis.” See, e.g., Open America v.
Watergate Special Prosecution Force,
547 F.2d 605, 61416 (DC Cir. 1976).
Under the current system, therefore,
each non-expedited request filed with
EEOC goes to the back of the queue in
the order in which it is received. A
multitrack system, on the other hand,
will enable EEOC to separate out the
relatively more simple requests and
process them more quickly.

In this regard, the E-FOIA Act
amendments to FOIA expressly permit
an agency to ‘“promulgate regulations
. . . providing for multitrack processing
of requests for records based on the
amount of work or time (or both)
involved in processing requests.” 5
U.S.C. 552(a)(6)(D)(i). Additionally, the
Department of Justice (DOJ) has
encouraged agencies to adopt multitrack
processing systems so that they may
process simple requests more quickly.
See, e.g., DOJ FOIA Update, Winter
1997, at 6 (discussing multitrack
processing for an agency with
decentralized FOIA operations); FOIA
Update, Fall 1996, at 10 (an agency that
processes its “FOIA requests on a
decentralized basis through separate
agency components should allow
multitrack processing systems to be

maintained according to the individual
circumstances of each component.”).

As noted earlier, ninety-five percent
of the FOIA requests received by EEOC
are requests for EEOC’s administrative
charge files. Because these requests can
be analyzed quickly, they are ideal
candidates for a multitrack processing
system. For example, the confidentiality
provisions of Title VII of the Civil Rights
Act of 1964, as amended (hereinafter
“Title VII”’), prohibit EEOC from
disclosing a charge file to a person not
a party to the charge. Title VII also
prohibits EEOC from disclosing a charge
file if the charging party’s right-to-sue
has expired and no civil action has been
filed. Further, under exemption 7(A) of
FOIA, open charge files are exempt from
disclosure. When a FOIA request for a
charge file is received, FOIA personnel
can reference EEOC’s charge file
database and easily determine whether
the request is being made by a third
party, whether the requested charge file
is still open and, if it is closed, whether
the 90-day period for filing suit has
expired. Requests which EEOC can
quickly determine cannot be granted are
the types of requests that can be placed
on the simple track under the three-
track system. The three-track system
will allow EEOC to process these
requests out of order and therefore
process them more quickly than under
the current ““first-in, first-out”” system.

The Commission also agrees with the
Union, however, that the proposed time
frame of 10 working days to process
simple track requests should not be
made a part of the regulation because it
is not essential to ensure the success of
the multitrack system. Thus, the final
rule retains the three-track system but
eliminates any shortened time limit for
processing simple track requests. While
the statutory 20-day time limit will
apply to all requests, including those
placed on the simple track, FOIA
personnel will now be able to process
the simple requests out of order. The
Commission is confident that, with the
proposed 10-day time limit eliminated,
the three-track system will not cause
additional missed deadlines or greater
backlogs, and will not place an undue
burden on FOIA staff. (As to the Union’s
comments about grade and staff levels,
these comments fall outside the scope of
the NPRM and will not be addressed
further).

With respect to the suggestion that
EEOC provide additional information as
to how it will implement the three-track
assessment process, such information
properly belongs in an internal
instruction manual, rather than as part
of the final rule.

Regarding OGIS’s suggestion that
EEOC’s FOIA acknowledgement letters
include a brief description of the
requests, the Commission does not
believe this is a sound idea. With
respect to requests for charge files,
EEOC’s acknowledgement letter
currently references the applicable
charge file caption and number (e.g.,
John Doe v. Widgets Incorporated,
Charge No. 987—654—-321) and contains
a unique FOIA tracking number. These
designations are the equivalent of
identifying the subject matter of the
request. Adding the task of describing
the subject matter of the non-charge file
requests would be, at most, superficial,
since it safely can be presumed that the
requester is aware of the nature of his
or her request and will not be further
aided by EEOC’s description. Finally,
EEOC currently includes in its
acknowledgement letter the contact
information for the staff member
assigned to process the FOIA request or
appeal. Thus, a requester who files
multiple requests around the same time
can contact the staff member should he
or she need clarification as to which
EEOC tracking number pertains to
which request.

Section 1610.10—Responses: form and
content

The proposed revision to this section
states that, among other things, when
responding to a FOIA request, the
person signing the decision will include
his or her name and title. This section
also states that, when a request is
denied, EEOC “‘shall provide to the
requester a written statement identifying
the estimated volume of denied material
. . ..” OGIS suggests that EEOC include
in its final rule “complete contact
information” for the person signing the
decision, including a phone number and
email address. OGIS objects to EEOC
providing an estimated volume of
denied material and recommends that
the final rule state that EEOC will
provide a “precise’” volume.

With respect to contact information,
EEOC has decided to adopt the
recommendation of OGIS. As a result,
the final rule states that the person
signing the decision will provide “his or
her name and title, telephone number
and email address.”

Regarding OGIS’s comment about
providing requesters with precise
information as to the volume of
information that is withheld, EEOC
already provides this information with
respect to requests that are partially
granted and partially denied. When only
some information is withheld, a
requester is informed of the exact
number of pages that is being withheld.
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With respect to full denials, however,
OGIS’s recommendation is not practical.
A fair number of requests for charge
files are denied in their entirety (e.g., a
third party request for a charge file).
Implementing OGIS’s suggestion will
require staff to count every page in a
withheld charge file. While some
charges consist of a hundred pages or
less, others fill boxes. Implementing
OGIS’s suggestion therefore will be
extremely labor intensive and will
adversely affect EEOC’s movement to a
three-track FOIA processing system. For
example, a request that, on its face,
indicates that it must be denied and
therefore should be placed on the
simple track will not be processed
quickly if EEOC staff must count each
page of the withheld charge file rather
than providing an estimated number of
pages contained in the file.
Additionally, the Commission fails to
see any benefit that will accrue to a
requester if EEOC informs him or her of
the actual number of pages contained in
a complaint file that is exempt from
disclosure.

Section 1610.11—Appeals to the Legal
Counsel from initial denials

Among other things, this proposed
section states that an appeal of an initial
FOIA determination “must be in writing
addressed to the Legal Counsel, or the
Assistant Legal Counsel, FOIA
Programs, as appropriate, Equal
Employment Opportunity Commission,
131 M Street NE., Suite 5NWO2E,
Washington, DC 20507 . . . .”

OMB Watch interprets the above-
quoted language as requiring that
appeals be filed only by mail. It points
out that, under § 1610.7, EEOC accepts
initial FOIA requests by mail, email, fax,
or via EEOC’s Web site. Therefore, OMB
Watch suggests that EEOC’s final rule
allow electronic appeals. OMB Watch
also recommends that EEOC enable
requesters to communicate with EEOC
electronically “throughout the FOIA
process.”

Although the NPRM does not address
the issue, OMB Watch recommends that
EEOC’s appeal determinations include
information about the mediation
services offered by OGIS. OGIS, in its
comments, recommends that EEOC’s
final rule include a subsection
discussing OGIS’s role in mediating
disputes between FOIA requesters and
federal agencies. OMB Watch likewise
suggests that EEOC’s final rule include
information about OGIS.

In drafting the language in § 1610.11,
it was never EEOC’s intention to
establish a requirement that FOIA
appeals be filed only by mail. Currently,
EEOC accepts appeals by mail,

facsimile, email, and through its public
Web site. While EEOC’s regulations
require that a requester attach a copy of
the District Director’s initial FOIA
determination to his or her appeal,
individuals who file electronic appeals
can simultaneously mail, fax, or attach
as a scanned document the District
Director’s initial decision. To clarify
EEOC’s intent that appeals can be filed
by mail, fax, or electronically, EEOC has
added to the final rule the applicable fax
number, and email and Web site
addresses.

As to requesters being able to
communicate with EEOC electronically,
requesters currently can and do
communicate with EEOC via EEOC’s
FOIA email address, District Office
email addresses, and the public Web
site. In its appeal acknowledgement
letter, EEOC currently informs the
requester of the name and telephone
number of the staff member assigned to
process the appeal and, with the
publication of this final rule, also will
inform the requester of the staff
member’s email address. As a result,
requesters will be able to communicate
electronically with EEOC during the
pendency of their initial requests and
appeals, as recommended by OMB
Watch.

EEOC also believes that the
suggestions of OGIS and OMB Watch
regarding adding information in the
final rule about OGIS, have merit.
Therefore, the final rule includes a new
paragraph (g) to § 1610.11, which
contains pertinent information about
OGIS. EEOC currently includes in its
appeal decisions information about
OGIS’s mediation role. EEOC also
includes OGIS’s address, telephone
numbers, and email address should a
requester wish to take advantage of
OGIS’s services.

Section 1610.13—Maintenance of files

Section 1610.13(a) currently states
that field offices and the Office of Legal
Counsel will maintain files of their
FOIA decisions. Current §1610.13(b)
states that the Legal Counsel will
maintain a file of “copies of all grants
or denial of appeals” that is “open to
the public.” Proposed § 1610.13
eliminates paragraph (b). OGIS
recommends that EEOC retain
§1610.13(b) in its final rule.

EEOC’s Legal Counsel does not, and
never has, made his or her FOIA appeal
files available to the public. Thus, the
NPRM proposes to eliminate paragraph
(b) to conform to EEOC’s longstanding
practice. The near impossibility of
implementing paragraph (b) was not
understood until after that provision
was enacted. As previously noted, 95

percent of FOIA requests filed with
EEOC seek the disclosure of charge files.
An even greater percentage of appeals
involve decisions not to disclose charge
files. As discussed earlier, the
confidentially provisions applicable to
charge files prohibit EEOC from making
public charge file information. These
confidentiality provisions equally apply
when charge file information is
contained in a FOIA appeal file.
Therefore, eliminating § 1610.13(b) is
necessary in order to ensure the
confidentiality of EEOC’s charge files.

Section 1610.14—Waiver of user
charges

The proposed rule states that the
Legal Counsel and District Directors
have the authority to reduce or waive
search, review, and duplication fees ““if
disclosure of the information is in the
public interest . . . and is not primarily
in the commercial interest of the
requester.” OGIS recommends that
EEOC’s final rule allow the Legal
Counsel and District Directors to reduce
or waive applicable fees ““at their
discretion,” without regard to whether
disclosure is in the public interest. OGIS
believes that such authority will reduce
fee disputes and reduce delays in the
release of information.

The types of requests EEOC receives
rarely lead to fee disputes. As noted,
most requests are for charge files and
the field offices are adept at calculating
fees based on the volume of documents
in each file (when a request for a charge
file is granted, field offices do an exact
count of the pages in a file in order to
calculate duplication fees). Rarely is a
charge file fee contested. As to requests
for other information, EEOC has not had
difficulty calculating fees, and
requesters rarely object to the fees that
are charged. When a requester does
make a fee waiver request, EEOC waives
fees when statutorily required to do so.

Moreover, FOIA does not require that
an agency give its FOIA professionals
the type of discretionary fee-waiver
authority advocated by OGIS. Rather,
FOIA is clear that fees must be waived
only when the requester demonstrates
that disclosure of the information is in
the public interest “‘because it is likely
to contribute significantly to public
understanding of the operations or
activities of the government,” and the
information will not be used for a
commercial purpose. Further, it is not
practical to give EEOC’s FOIA personnel
discretionary authority to waive fees in
circumstances not required by FOIA.
Doing so would require EEOC to
develop guidelines to ensure that
discretionary fee waivers conform to
certain standards. This, in turn, would
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require EEOC to ensure that 15 District
Directors, a Field Office Director, and
the Assistant Legal Counsel/FOIA
Programs, share a common
understanding about how and when to
exercise their discretionary fee-waiver
authority. EEOC is concerned that, given
the decentralization of its FOIA
operations, such discretionary authority
will not be uniformly applied which, in
turn, could result in the exact
circumstances OGIS wishes to avoid—
an increase in fee disputes.

Section 1610.15—Schedule of fees and
method of payment for services
rendered

The proposed rule states that EEOC
will not charge search and duplication
fees “‘if the Commission issues an
untimely determination and the
untimeliness is not due to unusual or
exceptional circumstances.” The Union
is concerned that, by implementing a
three-track system in which simple
requests will be processed within 10
business days, the potential exists that
EEOC will be barred from charging fees
in such cases, which in turn will place
additional pressure on staff to timely
process requests. OGIS suggests that
EEOC add a paragraph to § 1610.15
stating that, when EEOC estimates FOIA
processing fees, it will provide the
requester with “a breakdown of fees
assessed for search, review and/or
duplication.”

The Union misconstrues the interplay
regarding the timeframes applicable to
the three-track process and the
timeframes applicable to the waiver of
fees. Under FOIA, a request generally
must be processed within 20 business
days (absent any applicable extensions).
This 20 business day time limit,
therefore, usually will constitute the
benchmark for determining whether a
request has been timely processed. In
any event, given the Commission’s
decision to eliminate from proposed
§1610.9(a) a processing period less than
the statutory deadline, the Union’s
concerns are now moot.

In estimating FOIA processing fees,
EEOC currently provides the requester
with a breakdown in costs as suggested
by OGIS in its comments. EEOC informs
the requester of the number of hours it
anticipates will be necessary to search
for the files requested, the number of
hours it anticipates will be necessary to
review (and redact, if applicable) the
information requested, the personnel
classification of the person performing
the search or review, and the number of
pages that will be duplicated and the
cost of duplicating each page. EEOC
does not believe it is necessary or

desirable to incorporate this practice
into the final rule.

Section 1610.18—Information to be
disclosed

Current § 1610.18 sets forth a list of
information that EEOC will provide to
the public (e.g., tabulations of aggregate
industry data, blank forms used by
EEOC, administrative staff manuals).
The proposed section states that the
information ‘“‘also [will] be made
available electronically”” and adds
“underlying annual FOIA report data”
to this list. OGIS suggests that, in the
final rule, EEOC add to the list the
following: “travel records and calendars
of high-level officials.”

OMB Watch states that the proposed
section fails to indicate whether EEOC
will make the information contained in
the list available “upon request” or
“proactively.” It urges that EEOC place
on its public Web site all information
which EEOC intends to make available
to the public. OMB Watch also points
out that FOIA requires an agency to post
online information that has been
released in response to a FOIA request
and is “likely to become the subject of
subsequent requests.” OMB Watch
suggests that EEOC’s final rule add this
type of information to the list in
§1610.18. OMB Watch further
recommends that EEOC post online all
its responses to FOIA requests, post
other information in advance of any
public request, and establish a policy to
determine categories of records and
information of interest to the public that
can be disclosed regularly online and
added to the list in §1610.18.

EEOC receives FOIA requests seeking
the travel records of Commissioners, the
General Counsel, and SES employees on
an infrequent basis. When it does, EEOC
routinely grants the request (but may
redact third party information when
privacy issues prevail). EEOC rarely, if
ever, receives requests for the calendars
of its upper management officials. EEOC
therefore does not believe that there is
a significant public interest in such
travel and calendar records.
Additionally, gathering such records on
a regular basis for proactive electronic
posting will require resources which the
Commission lacks. Therefore, the final
rule does not include travel records and
calendars to the list contained in
§1610.18.

Regarding the comments of OMB
Watch, at present EEOC makes available
electronically some of the information
listed in §1610.18. The intent of
§1610.18 is to provide the public with
a list of information that EEOC routinely
will provide to the public upon receipt
of a FOIA request. In this regard, some

of the listed information can be made
available only when we receive a
specific request (e.g., specific aggregate
industry tabulations derived from EEO-
1 reports). Some of the other listed
information is not, in our opinion, of
general public interest (e.g.,
“agreements between the Commission
and State or local agencies charged with
the administration of State or local fair
employment practices laws’’) and
therefore properly is made available
only upon request. Finally, not all the
information listed in § 1610.18 currently
is in an electronic format. EEOC intends
to review the listed information and
determine whether certain categories
should or can be made available on its
Web site. Until that happens, however,
EEOC cannot state in the final rule that
this information is or will be
electronically available.

FOIA requires an agency to make
available for public inspection and
copying records which have been
released to a person “and which,
because of the nature of their subject
matter, the agency determines have
become or are likely to become the
subject of subsequent requests for
substantially the same records * * *.”
5 U.S.C. 552(a)(2)(D). As noted
previously, 95 percent of EEOC’s FOIA
requests are for charge files. EEOC is
prohibited from making public specific
charge file information. Thus, EEOC
cannot post online our responses to
these requests without running afoul of
the statutory confidentiality provisions.
It also can be argued that EEOC charge
files do not fall within the types of
information contemplated by
§552(a)(2)(D) because, while EEOC
receives many requests for charge files
and thus can anticipate additional
charge file requests, the information
requested is not “for substantially the
same records,” but is, rather, for very
different records unique to each
requester.

Additionally, EEOC already makes
available on its public Web site
information released under FOIA which
is or is likely to become the subject of
subsequent requests for substantially the
same information. For example, EEOC
posts on its public Web site its informal
discussion letters, policy guidance
documents, question and answer
documents, press releases, and
regulations. As suggested by OMB
Watch, EEOC has established and will
continue to establish categories of
records and information of interest to
the public that it will disclose regularly
online. However, EEOC does not
believe, as suggested by OMB Watch,
that EEOC should specifically list in
§1610.18 the “likely to become the
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subject of subsequent requests”
language since the intent of § 1610.18 is
to list only that information which
EEOC has already determined should be
made available to the public.

Section 1610.21—Annual report

This section proposes that, on or
before February 1 of each year, the Legal
Counsel will submit to the U.S.
Attorney General required FOIA reports.
OGIS recommends that the final rule
also state that EEOC will file Chief FOIA
Officer reports.

Pursuant to the OPEN Government
Act, each agency must designate “a
Chief FOIA Officer * * *.” An agency’s
Chief FOIA Officer must ‘“‘review and
report to the Attorney General, through
the head of the agency, at such times
and in such formats as the Attorney
General may direct, on the agency’s
performance in implementing [its
responsibilities under FOIA].” In order
to implement OGIS’s recommendation,
§1610.21 of the final rule has been
divided into two paragraphs. Paragraph
(a) contains the proposed language
applicable to the annual FOIA report
and paragraph (b) refers to the report of
the Chief FOIA Officer.

Regulatory Procedures

Executive Order 12866

This final rule has been drafted and
reviewed in accordance with Executive
Order 12866, 58 FR 51735 (Sept. 30,
2003), section 1(b), Principles of
Regulation, and Executive Order 13563,
76 FR 3821 (January 1, 2011), Improving
Regulation and Regulatory Review. The
rule is not a “‘significant regulatory
action” under section 3(f) of Executive
Order 12866.

Paperwork Reduction Act

This final rule contains no new
information collection requirements
subject to review by the Office of
Management and Budget under the
Paperwork Reduction Act (44 U.S.C.
Chapter 35).

Regulatory Flexibility Act

The Commission certifies under 5
U.S.C. 605(b) that this final rule will not
have a significant economic impact on
a substantial number of small entities
because the changes to the rule do not
impose any burdens upon FOIA
requesters, including those that might
be small entities. Therefore, a regulatory
flexibility analysis is not required by the
Regulatory Flexibility Act.

Unfunded Mandates Reform Act of 1995

This final rule will not result in the
expenditure by State, local, or tribal
governments in the aggregate, or by the

private sector, of $100 million or more
in any one year, and it will not
significantly or uniquely affect small
governments. Therefore, no actions are
deemed necessary under the provisions
of the Unfunded Mandates Reform Act
of 1995.

List of Subjects in 29 CFR Part 1610

Freedom of Information.

For the Commission,

Dated: June 12, 2013.
Jacqueline A. Berrien,
Chair.

Accordingly, for the reasons set forth
in the preamble, the Equal Employment
Opportunity Commission hereby
amends chapter X of title 29 of the Code
of Federal Regulations as follows:

PART 1610—AVAILABILITY OF
RECORDS

m 1. The authority citation for 29 CFR
part 1610 continues to read as follows:

Authority: 42 U.S.C. 2000e-12(a), 5 U.S.C.
552 as amended by Pub. L. 93-502, Pub. L.
99-570, and Pub. L. 105-231; for § 1610.15,
non-search or copy portions are issued under
31 U.S.C. 9701.

m 2. Amend § 1610.1 by adding
paragraphs (j) through (o) to read as
follows:

§1610.1 Definitions.

* * * * *

(j) Agency record includes any
information maintained for an agency
by an entity under Government contract,
for the purposes of records management.

(k) Fee category means one of the
three categories that agencies place
requesters in for the purpose of
determining whether a requester will be
charged fees for search, review and
duplication, including commercial
requesters, non-commercial scientific or
educational institutions or news media
requesters, and all other requesters.

(1) Fee waiver means the waiver or
reduction of processing fees if a
requester can demonstrate that certain
statutory standards are satisfied
including that the information is in the
public interest and is not requested for
a commercial interest.

(m) FOIA Public Liaison means an
agency official who is responsible for
assisting in reducing delays, increasing
transparency and understanding of the
status of requests, and assisting in the
resolution of disputes.

(n) News refers to information about
current events that would be of current
interest to the public.

(o) Representative of the news media
refers to any person or entity that
gathers information of potential interest

to a segment of the public, uses its
editorial skills to turn the raw materials
into a distinct work, and distributes that
work to an audience. Examples of news
media entities are television or radio
stations broadcasting to the public at
large and publishers of periodicals (but
only if such entities qualify as
disseminators of “news”’) who make
their products available for purchase by,
subscription by, or free distribution to,
the general public. As methods of news
delivery evolve (for example, the
implementation of electronic
dissemination of newspapers through
telecommunication services), such
alternative media shall be considered to
be news-media services. A freelance
journalist shall be regarded as working
for a news-media entity if the journalist
can demonstrate a solid basis for
expecting publication through that
entity, whether or not the journalist is
actually employed by the entity. A
publication contract would present a
solid basis for such an expectation; the
Commission may also consider the past
publication record of the requester in
making such a determination.

m 3. Revise § 1610.4 to read as follows:

§1610.4 Public reference facilities and
current index.

(a) The Commission will maintain in
a public reading area located in the
Commission’s library at 131 M Street,
NE., Washington, DC 20507, the
materials which are required by 5 U.S.C.
552(a)(2) and 552(a)(5) to be made
available for public inspection and
copying. Any such materials created on
or after November 1, 1996 may also be
accessed through the Internet at http://
www.eeoc.gov. The Commission will
maintain and make available for public
inspection and copying in this public
reading area a current index providing
identifying information for the public as
to any matter which is issued, adopted,
or promulgated after July 4, 1967, and
which is required to be indexed by 5
U.S.C. 552(a)(2). The Commission in its
discretion may, however, include
precedential materials issued, adopted,
or promulgated prior to July 4, 1967.
The Commission will also maintain on
file in this public reading area all
material published by the Commission
in the Federal Register and currently in
effect.

(b) The Commission offices
designated in § 1610.4(c) shall maintain
and make available for public
inspection and copying a copy of:

(1) The Commission’s notices and
regulatory amendments which are not
yet published in the Code of Federal
Regulations;

(2) The Commission’s annual reports;
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(3) The Commission’s Compliance
Manual;

(4) Blank forms relating to the
Commission’s procedures as they affect
the public;

(5) The Commission’s Orders (agency
directives);

(6) “CCH Equal Employment
Opportunity Commission Decisions”
(1973 and 1983); and

(7) Commission awarded contracts.

(c) The Commission’s District Offices
with public reading areas are:

Atlanta District Office, Sam Nunn
Atlanta Federal Center, 100 Alabama
Street, SW., Suite 4R30, Atlanta, GA
30303 (includes the Savannah Local
Office).

Birmingham District Office, Ridge Park
Place, 1130 22nd Street South, Suite
2000, Birmingham, AL 35205-2397
(includes the Jackson Area Office and
the Mobile Local Office).

Charlotte District Office, 129 West Trade
Street, Suite 400, Charlotte, NC 28202
(includes the Raleigh Area Office, the
Greensboro Local Office, the
Greenville Local Office, the Norfolk
Local Office, and the Richmond Local
Office).

Chicago District Office, 500 West
Madison Street, Suite 2000, Chicago,
IL 60661 (includes the Milwaukee
Area Office and the Minneapolis Area
Office).

Dallas District Office, 207 S. Houston
Street, 3rd Floor, Dallas, TX 75202—
4726 (includes the San Antonio Field
Office and the El Paso Area Office).

Houston District Office, Total Plaza,
1201 Louisiana Street, 6th Floor,
Houston, TX 77002 (includes the New
Orleans Field Office).

Indianapolis District Office, 101 West
Ohio Street, Suite 1900, Indianapolis,
IN 46204—-4203 (includes the Detroit
Field Office, the Cincinnati Area
Office, and the Louisville Area
Office).

Los Angeles District Office, Roybal
Federal Building, 255 East Temple
Street, 4th Floor, Los Angeles, CA
90012 (includes the Fresno Local
Office, the Honolulu Local Office, the
Las Vegas Local Office, and the San
Diego Local Office).

Memphis District Office, 1407 Union
Avenue, 9th Floor, Memphis, TN
38104 (includes the Little Rock Area
Office, and the Nashville Area Office).

Miami District Office, Miami Tower,
100 SE 2nd Street, Suite 1500, Miami,
FL 33131 (includes the Tampa Field
Office and the San Juan Local Office).

New York District Office, 33 Whitehall
Street, 5th Floor, New York, NY
10004 (includes the Boston Area
Office, the Newark Area Office, and
the Buffalo Local Office).

Philadelphia District Office, 801 Market
Street, Suite 1300, Philadelphia, PA
19107-3127 (includes the Baltimore
Field Office, the Cleveland Field
Office, and the Pittsburgh Area
Office).

Phoenix District Office, 3300 N. Central
Avenue, Suite 690, Phoenix, AZ
85012—2504 (includes the Denver
Field Office, and the Albuquerque
Area Office).

San Francisco District Office, 350 The
Embarcadero, Suite 500, San
Francisco, CA 94105-1260 (includes
the Seattle Field Office, the Oakland
Local Office, and the San Jose Local
Office).

St. Louis District Office, Robert A.
Young Federal Building, 1222 Spruce
Street, Room 8100, St. Louis, MO
63103 (includes the Kansas City Area
Office, and the Oklahoma City Area
Office).

m 4. Amend § 1610.5 by revising

paragraph (a), redesignating paragraphs

(b) and (c) as (d) and (e), and adding

new paragraphs (b) and (c) to read as

follows:

§1610.5 Request for records.

(a) A written request for inspection or
copying of a record of the Commission
may be presented in person, or by mail,
or by fax, or by email, or through
https://egov.eeoc.gov/foia/ to the
Commission employee designated in
§1610.7. Every request, regardless of
format, must contain the requester’s
name and may identify a non-electronic
mailing address. In-person requests
must be presented during business
hours on any business day.

(b) A request must be clearly and
prominently identified as a request for
information under the “Freedom of
Information Act.”” If submitted by mail,
or otherwise submitted under any cover,
the envelope or other cover must be
similarly identified.

(c) A respondent must always provide
a copy of the “Filed” stamped court
complaint when requesting a copy of a
charge file. The charging party must
provide a copy of the “Filed” stamped
court complaint when requesting a copy
of the charge file if the Notice of Right

to Sue has expired.
* * * * *

m 5. Revise § 1610.6 to read as follows:

§1610.6 Records of other agencies.

Requests for records that originated in
another Agency and are in the custody
of the Commission will be referred to
that Agency and the person submitting
the request shall be so notified. The
decision made by that Agency with
respect to such records will be honored
by the Commission.

m 6. Amend § 1610.7 by revising
paragraph (a) introductory text, revising
paragraphs (b) and (c), and removing
paragraphs (d) and (e).

The revisions read as follows:

§1610.7 Where to make request; form.

(a) Requests for the following types of
records shall be submitted to the District
Director for the pertinent district, field,
area, or local office, at the district office
address listed in § 1610.4(c) or, in the
case of the Washington Field Office,
shall be submitted to the Field Office
Director at 131 M Street, NE., Fourth
Floor, Washington, DC 20507.

(b) A request for any record which
does not fall within the ambit of
paragraph (a) of this section, or a request
for any record the location of which is
unknown to the person making the
request, shall be submitted in writing to
the Assistant Legal Counsel, FOIA
Programs, U.S. Equal Employment
Opportunity Commission, by mail to
131 M Street, NE., Suite 5NWO02E,
Washington, DC 20507, or by fax to
(202) 663-4679, or by email to
FOIA@eeoc.gov, or by Internet to
https://egov.eeoc.gov/foia/.

(c) Any Commission officer or
employee who receives a written
Freedom of Information Act request
shall promptly forward it to the
appropriate official specified in
paragraph (a) or (b) of this section. Any
Commission officer or employee who
receives an oral request under the
Freedom of Information Act shall
inform the person making the request
that it must be in writing and also
inform such person of the provisions of
this subpart.

m 7. Revise § 1610.8 to read as follows:

§1610.8 Authority to determine.

The Assistant Legal Counsel, FOIA
Programs, the District Director, or the
District Director’s designee, when
receiving a request pursuant to these
regulations, shall grant or deny such
request. That decision shall be final,
subject only to administrative review as
provided in § 1610.11 of this subpart.

m 8. Revise § 1610.9 to read as follows:

§1610.9 Responses: timing.

(a) The EEOC utilizes a multitrack
system for responding to FOIA requests.
After review, a FOIA request is placed
on one of three tracks: the simple track,
the complex track, or the expedited
track. EEOC distinguishes between
simple and complex track requests
based on the amount of work and time
needed to process the request.

(b) The Assistant Legal Counsel, FOIA
Programs, the District Director, or the
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District Director’s designee shall, within
10 days from receipt of a request, notify
the requester in writing of the date
EEOC received the request, the expected
date of issuance of the determination,
the individualized FOIA tracking
number assigned to the request, and the
telephone number or Internet site where
requesters may inquire about the status
of their request.

(c) If a FOIA request is submitted to
the incorrect EEOC-FOIA office, that
office shall forward the misdirected
request to the appropriate EEOC-FOIA
office within 10 business days. If a
misdirected request is forwarded to the
correct EEOC-FOIA office more than 10
business days after its receipt by the
EEOCG, then, pursuant to 5 U.S.C.
552(a)(6)(A), the statutory 20 business
days to respond to the request is
reduced by the number of days in excess
of 10 that it took the EEOC to forward
the request to the correct EEOC-FOIA
office.

(d) Within 20 business days after
receipt of the request, the Assistant
Legal Counsel, FOIA Programs, the
District Director, or the District
Director’s designee shall either grant or
deny the request for agency records,
unless additional time is required for
one of the following reasons:

(1) It is necessary to search for and
collect the requested records from field
facilities or other establishments that are
separate from the office processing the
request;

(2) It is necessary to search for,
collect, and appropriately examine a
voluminous number of separate and
distinct records which are demanded in
a single request; or

(3) It is necessary to consult with
another agency having a substantial
interest in the determination of the
request or among two or more
components of the agency having
substantial interest therein.

(e) When additional time is required
for one of the reasons stated in
paragraph (d) of this Section, the
Assistant Legal Counsel, FOIA
Programs, District Director, or the
District Director’s designee shall, within
the statutory 20 business day period,
issue to the requester a brief written
statement of the reason for the delay and
an indication of the date on which it is
expected that a determination as to
disclosure will be forthcoming. If more
than 10 additional business days are
needed, the requester shall be notified
and provided an opportunity to limit
the scope of the request or to arrange for
an alternate time frame for processing
the request.

(f)(1) A request for records may be
eligible for expedited processing if the

requester demonstrates a compelling
need. For the purposes of this section,
compelling need means:

(i) That the failure to obtain the
records on an expedited basis could
reasonably be expected to pose an
imminent threat to the life or physical
safety of an individual; or

(ii) That the requester is a
representative of the news media as
described in §1610.1(0) and there is an
urgency to inform the public concerning
actual or alleged Federal government
activity.

(2) A requester who seeks expedited
processing must submit a statement,
certified to be true and correct to the
best of that person’s knowledge and
belief, explaining in detail the basis for
requesting expedited processing. A
determination on the request for
expedited processing will be made and
the requester notified within 10
calendar days. The Legal Counsel or
designee, or the Assistant Legal
Counsel, FOIA Programs, as
appropriate, shall promptly respond to
any appeal of the denial of a request for
expedited processing.

(g) The Commission may toll the
statutory time period to issue its
determination on a FOIA request one
time during the processing of the
request to obtain clarification from the
requester. The statutory time period to
issue the determination on disclosure is
tolled until EEOC receives the
information reasonably requested from
the requester. The agency may also toll
the statutory time period to issue the
determination to clarify with the
requester issues regarding fees. There is
no limit on the number of times the
agency may request clarifying fee
information from the requester.

m 9. Amend § 1610.10 by revising
paragraphs (b) and (c) to read as follows:

§1610.10 Responses: form and content.

(b) A reply either granting or denying
a written request for a record shall be in
writing, signed by the Assistant Legal
Counsel, FOIA Programs, the District
Director, or the District Director’s
designee, and shall include:

(1) His or her name and title,
telephone number, and email address;

(2) A reference to the specific
exemption under the Freedom of
Information Act authorizing the
withholding of the record and a brief
explanation of how the exemption
applies to the record withheld, or a
statement that, after diligent effort, the
requested records have not been found
or have not been adequately examined
during the time allowed under § 1610.9
(d), and that the denial will be

reconsidered as soon as the search or
examination is complete; and

(3) A written statement that the denial
may be appealed to the Legal Counsel,
or Assistant Legal Counsel, FOIA
Programs, as appropriate, within 30
calendar days of receipt of the denial or
partial denial.

(c) When a request for records is
denied, the Commission shall provide to
the requester a written statement
identifying the estimated volume of
denied material unless providing such
estimate would harm an interest
protected by the exemptions in 5 U.S.C.
522(b). When a reasonably segregable
portion of a record is provided, the
amount of information deleted from the
released portion and, to the extent
technically feasible, the place in the
record where such deletion was made,
and the exemption upon which the
deletion was based, shall be indicated

on the record provided to the requester.
* * * * *

m 10. Revise § 1610.11 toread as
follows:

§1610.11 Appeals to the Legal Counsel
from initial denials.

(a) When the Assistant Legal Counsel,
FOIA Programs, the District Director, or
the District Director’s designee has
denied a request for records in whole or
in part, the requester may appeal within
30 calendar days of receipt of the
determination letter. The appeal must
be in writing, addressed to the Legal
Counsel, or the Assistant Legal Counsel,
FOIA Programs, as appropriate, and
submitted by mail to the Equal
Employment Opportunity Commission,
131 M Street, NE., Suite 5NWO02E,
Washington, DC 20507, by fax to (202)
663-4679, by email to FOIA@eeoc.gov,
or by Internet to https://egov.eeoc.gov/
foia/. Every appeal filed under this
section must be clearly labeled as a
“Freedom of Information Act Appeal.”
Any appeal of a determination issued by
a District Director or the District
Director’s designee must include a copy
of the District Director’s or the District
Director’s designee’s determination. If a
FOIA appeal is misdirected to a District
Office, the District Office shall forward
the appeal to the Legal Counsel, or the
Assistant Legal Counsel, FOIA
Programs, as appropriate, within 10
business days.

(b) The Legal Counsel or designee, or
the Assistant Legal Counsel, FOIA
Programs, as appropriate, shall act upon
the appeal within 20 business days of its
receipt, and more rapidly if practicable.
If the decision is in favor of the person
making the request, the decision shall
order that records be promptly made
available to the person making the
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request. The Legal Counsel or designee,
or the Assistant Legal Counsel, FOIA
Programs, as appropriate, may extend
the 20 business day period in which to
render a decision on an appeal for that
period of time which could have been
claimed and used by the Assistant Legal
Counsel, FOIA Programs, the District
Director, or the District Director’s
designee under § 1610.9, but which was
not in fact used in making the original
determination.

(c) The decision on appeal shall be in
writing and signed by the Legal Counsel
or designee, or the Assistant Legal
Counsel, FOIA Programs, as
appropriate. A denial in whole or in
part of a request on appeal shall set
forth the exemption relied on, a brief
explanation of how the exemption
applies to the records withheld, and the
reasons for asserting it, if different from
those described by the Assistant Legal
Counsel, FOIA Programs, the District
Director, or the District Director’s
designee under § 1610.9. The decision
on appeal shall indicate that the person
making the request may, if dissatisfied
with the decision, file a civil action in
the United States District Court for the
district in which the person resides or
has his principal place of business, for
the district where the records reside, or
for the District of Columbia.

(d) No personal appearance, oral
argument or hearing will ordinarily be
permitted in connection with an appeal
to the Legal Counsel or the Assistant
Legal Counsel, FOIA Programs.

(e) On appeal, the Legal Counsel or
designee, or the Assistant Legal
Counsel, FOIA Programs, as
appropriate, may reduce any fees
previously assessed.

(f) In the event that the Commission
terminates its proceedings on a charge
after the District Director or the District
Director’s designee denies a request, in
whole or in part, for the charge file but
during consideration of the requester’s
appeal from that denial, the request may
be remanded for redetermination. The
requester retains a right to appeal to the
Assistant Legal Counsel, FOIA
Programs, from the decision on remand.

(g) A response to an appeal will
advise the requester that the 2007
amendments to FOIA created the Office
of Government Information Services
(OGIS) to offer mediation services to
resolve disputes between FOIA
requesters and Federal agencies as a
non-exclusive alternative to litigation. A
requester may contact OGIS in any of
the following ways: Office of
Government Information Services,
National Archives and Records
Administration, 8601 Adelphi Road—
OGIS, College Park, MD 20740; https://

ogis.archives.gov; email—
ogis@nara.gov; telephone—202-741—
5770; facsimile—202-741-5769; toll-
free—1-877-684—6448.

m 11. Revise § 1610.13 to read as
follows:

§1610.13 Maintenance of files.

The Legal Counsel or designee, the
Assistant Legal Counsel, FOIA
Programs, and the District Directors or
designees shall maintain files
containing all material required to be
retained by or furnished to them under
this subpart. The material shall be filed
by individual request.

m 12. Amend § 1610.14 by revising
paragraph (a) to read as follows:

§1610.14 Waiver of user charges.

(a) Except as provided in paragraph
(b) of this section, the Legal Counsel or
designee, the Assistant Legal Counsel,
FOIA Programs, and the District
Directors or designees shall assess fees
where applicable in accordance with
§1610.15 for search, review, and
duplication of records requested. They
shall also have authority to furnish
documents without any charge or at a
reduced charge if disclosure of the
information is in the public interest
because it is likely to contribute
significantly to public understanding of
the operations or activities of the
government and is not primarily in the

commercial interest of the requester.
* * * * *

m 13. Amend § 1610.15 by adding
paragraph (g) to read as follows:

§1610.15 Schedule of fees and method of
payment for services rendered.
* * * * *

(g) A search fee will not be charged to
requesters specified in paragraphs (a)(1)
and (a)(3) of this section, and a
duplication fee will not be charged to
requesters specified in paragraph (a)(2)
of this section, if the Commission issues
an untimely determination and the
untimeliness is not due to unusual or
exceptional circumstances.

m 14. Amend § 1610.18 by revising the
introductory text and adding paragraph
(h) to read as follows:

§1610.18 Information to be disclosed.
The Commission will provide the
following information to the public.
This information will also be made
available electronically:
(h) Underlying annual FOIA report
data.

§1610.19 [Amended]

m 15. Amend § 1610.19 by removing
paragraph (b)(2), redesignating

paragraph (b)(3) as paragraph (b)(2), and
removing the word “working” in the
first sentence of paragraph (d) and the
third sentence of paragraph (e)(1) and
add in its place the word “business”.

§1610.20 [Removed and Reserved]

m 16. Remove and reserve § 1610.20.

m 17. Revise § 1610.21 to read as
follows:

§1610.21 Annual report.

(a) The Legal Counsel shall, on or
before February 1, submit individual
Freedom of Information Act reports for
each principal agency FOIA component
and one for the entire agency covering
the preceding fiscal year to the Attorney
General of the United States. The
reports shall include those matters
required by 5 U.S.C. 552(e), and shall be
made available electronically on the
agency Web site.

(b) When and as directed by the
Attorney General, the Chief FOIA
Officer, through the Office of the Chair,
shall review and report to the Attorney
General on the agency’s performance in
implementing its responsibilities under
FOIA.

[FR Doc. 2013-14489 Filed 6-18—13; 8:45 am]
BILLING CODE 6570-01-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 117
[Docket No. USCG—2013-0441]

Drawbridge Operation Regulation;
Tombigbee River, AL

AGENCY: Coast Guard, DHS.

ACTION: Notice of deviation from
drawbridge regulation.

SUMMARY: The Coast Guard has issued a
temporary deviation from the regulation
governing the operation of the Meridian
Bigbee Railroad (MBRR) vertical lift
bridge across the Tombigbee River, mile
128.6, near Naheola, between Choctaw
and Morengo Counties, Alabama. The
deviation is necessary for emergency
replacement of the uphaul and
downhaul ropes. This deviation allows
the bridge to remain closed to
navigation for two 10-hour closures on
two consecutive weekends.

DATES: This deviation is effective from
7 a.m. July 13, 2013 through 5 p.m. July
21, 2013.

ADDRESSES: The docket for this
deviation, [USCG-2013-0441] is
available at http://www.regulations.gov.



36654

Federal Register/Vol. 78, No. 118/ Wednesday, June 19, 2013 /Rules and Regulations

Type the docket number in the
“SEARCH” box and click “SEARCH.”
Click on Open Docket Folder on the line
associated with this deviation. You may
also visit the Docket Management
Facility in Room W12-140 on the
ground floor of the Department of
Transportation West Building, 1200
New Jersey Avenue SE., Washington,
DC 20590, between 9 a.m. and 5 p.m.,
Monday through Friday, except Federal
holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
deviation, call or email Jim
Wetherington, Bridge Branch Office,
Coast Guard; telephone 504-671-2128,
email james.r.wetherington@uscg.mil. If
you have questions on viewing the
docket, call Barbara Hairston, Program
Manager, Docket Operations, telephone
202-366-9826.

SUPPLEMENTARY INFORMATION: The
MBRR has requested a temporary
deviation from the operating schedule
for the Meridian Bigbee vertical lift
bridge across the Tombigbee River, mile
128.6, near Naheola, between Choctaw
and Morengo Counties, Alabama. The
bridge has a vertical clearance of 12 feet
above ordinary high water at an
elevation of 58 ft (NGVD 29) in the
closed-to-navigation position. Vessels
requiring a clearance of less than 12 feet
above ordinary high water may transit
beneath the bridge during maintenance
operations.

In accordance with Title 33 CFR
117.5, the bridge must open promptly
and fully for the passage of vessels
when requested or signaled to open.
This deviation will allow the bridge to
remain closed to marine traffic on July
13-14, 2013 from 7 a.m. through 5 p.m.
each day and July 20-21 from 7 a.m.
through 5 p.m. each day. At all other
times, the bridge will operate in
accordance with Title 33 CFR 117.5.

The closure is necessary for the
replacement of the uphaul and
downhaul ropes. Problems were
discovered after an incident in which a
cable ceased to function. An inspection
of the other ropes revealed issues that
must be quickly addressed. Notices will
be published in the Eighth Coast Guard
District Local Notice to Mariners and
will be broadcast via the Coast Guard
Broadcast Notice to Mariners System.

Navigation on the waterway consists
of tugs with and without tows,
commercial vessels, and recreational
craft. Coordination between the Coast
Guard and the waterway users
determined that there should not be any
significant effects on these vessels. The
bridge will be unable to open during
these repairs and no alternate route is

available. Vessels that do not require an
opening may pass with extreme caution.

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

Dated: June 6, 2013.
David M. Frank,
Bridge Administrator.
[FR Doc. 2013-14547 Filed 6-18—13; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 117

[Docket No. USCG-2013-0475]
Drawbridge Operation Regulation;
Neches River, Beaumont, TX

AGENCY: Coast Guard, DHS.
ACTION: Notice of deviation from
drawbridge regulation.

SUMMARY: The Coast Guard has issued a
temporary deviation from the operating
schedule that governs the Kansas City
Southern vertical lift span bridge across
the Neches River, mile 19.5, at
Beaumont, Texas. The deviation is
necessary to replace the north vertical
lift joints on the bridge. This deviation
allows the bridge to remain closed to
navigation for twelve consecutive hours.
DATES: This deviation is effective from
6 a.m. through 6 p.m. on Thursday, July
11, 2013.

ADDRESSES: The docket for this
deviation, [USCG-2013—-0475] is
available at http://www.regulations.gov.
Type the docket number in the
“SEARCH” box and click “SEARCH.”
Click on Open Docket Folder on the line
associated with this deviation. You may
also visit the Docket Management
Facility in Room W12-140 on the
ground floor of the Department of
Transportation West Building, 1200
New Jersey Avenue SE., Washington,
DC 20590, between 9 a.m. and 5 p.m.,
Monday through Friday, except Federal
holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
deviation, call or email Kay Wade,
Bridge Administration Branch, Coast
Guard; telephone 504-671-2128, email
Kay.B.Wade@uscg.mil. If you have
questions on viewing the docket, call
Barbara Hairston, Program Manager,
Docket Operations, telephone 202—-366—
9826.

SUPPLEMENTARY INFORMATION: The
Kansas City Southern Railroad has
requested a temporary deviation from
the operating schedule of the vertical lift
span bridge across the Neches River at
mile 19.5 in Beaumont, Texas. The
vertical clearance of the bridge in the
closed-to-navigation position is 13 feet
above Mean High Water and 140 feet
above Mean High Water in the open-to-
navigation position.

In accordance with 33 CFR 117.971,
the vertical lift span of the bridge is
automated and normally not manned
but will open on signal for the passage
of vessels. This deviation allows the
vertical lift span of the bridge to remain
closed to navigation from 6 a.m. to 6
p-m. on Thursday, July 11, 2013.

The closure is necessary in order to
replace the north vertical lift joints on
the bridge, which allow the bridge to be
raised. This maintenance is essential for
the continued operation of the bridge.
Notices will be published in the Eighth
Coast Guard District Local Notice to
Mariners and will be broadcast via the
Coast Guard Broadcast Notice to
Mariners System.

Navigation on the waterway consists
of commercial and recreational fishing
vessels, small to medium crew boats,
and small tugs with and without tows.
No alternate routes are available for the
passage of vessels; however, the closure
was coordinated with waterway
interests who have indicated that they
will be able to adjust their operations
around the proposed work schedule.
Small vessels may pass under the bridge
while in the closed-to-navigation
position provided caution is exercised.

The bridge will be able to open
manually in the event of an emergency,
but it will take about one hour to do so.

Due to prior experience and
coordination with waterway users, it
has been determined that this closure
will not have a significant effect on
vessels that use the waterway.

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

Dated: June 6, 2013.
David M. Frank,
Bridge Administrator.
[FR Doc. 2013-14551 Filed 6-18—13; 8:45 am|
BILLING CODE 9110-04-P
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DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 117
[Docket No. USCG-2013-0450]

Drawbridge Operation Regulation;
Tombigbee River, AL

AGENCY: Coast Guard, DHS.

ACTION: Notice of deviation from
drawbridge regulation.

SUMMARY: The Coast Guard has issued a
temporary deviation from the regulation
governing the operation of the Norfolk
Southern (NS) Railroad vertical lift
drawbridge across the Tombigbee River,
mile 44.9, near Jackson, between
Washington and Clarke Counties,
Alabama. The deviation is necessary for
emergency replacement of the counter
weights and operation cables. This
deviation allows the bridge to remain
closed to navigation for two 72-hour
closures and an additional 12-hour
closure all over a 12-day period.

DATES: This deviation is effective from
7 a.m. on Monday July 8, 2013 through
7 p.m. Friday July 19, 2013.

ADDRESSES: The docket for this
deviation, [USCG—2013-0450] is
available at http://www.regulations.gov.
Type the docket number in the
“SEARCH” box and click “SEARCH.”
Click on Open Docket Folder on the line
associated with this deviation. You may
also visit the Docket Management
Facility in Room W12-140 on the
ground floor of the Department of
Transportation West Building, 1200
New Jersey Avenue SE., Washington,
DC 20590, between 9 a.m. and 5 p.m.,
Monday through Friday, except Federal
holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
deviation, call or email Jim
Wetherington, Bridge Branch Office,
Coast Guard; telephone 504-671-2128,
email james.r.wetherington@uscg.mil. If
you have questions on viewing the
docket, call Barbara Hairston, Program
Manager, Docket Operations, telephone
202-366-9826.

SUPPLEMENTARY INFORMATION: The NS
Railroad has requested a temporary
deviation from the operating schedule
for the vertical lift drawbridge across the
Tombigbee River, mile 44.9, near
Jackson, between Washington and
Clarke Counties, Alabama. The bridge
has a vertical clearance of 8 feet above
ordinary high water at an elevation 24.9
ft (NGVD 29) in the closed-to-navigation
position. Vessels requiring a clearance

of less than 8 feet above ordinary high
water may transit beneath the bridge
during maintenance operations.

In accordance with Title 33 CFR
117.5, the bridge must open promptly
and fully for the passage of vessels
when requested or signaled to open.
This deviation will allow the bridge to
remain closed to marine traffic from 7
a.m. on Monday July 8, 2013 through 7
a.m. on Thursday July 11, 2013. A
second 72 hour closure is scheduled
from 7 a.m. on Monday July 15, 2013
through 7 a.m. on Thursday July 18,
2013. Finally, an additional 12 hour
closure is scheduled from 7 a.m.
through 7 p.m. on Friday July 19, 2013.
At all other times, the bridge will
operate in accordance with Title 33 CFR
117.5.

The closure is necessary for the
replacement of worn counter weights
and operation cables. They were
discovered after a general maintenance
inspection. This maintenance was then
scheduled. Notices will be published in
the Eighth Coast Guard District Local
Notice to Mariners and will be broadcast
via the Coast Guard Broadcast Notice to
Mariners System.

Navigation on the waterway consists
of tugs with and without tows,
commercial vessels, and recreational
craft. Coordination between the Coast
Guard and the waterway users
determined that there should not be any
significant effects on these vessels. The
bridge will be unable to open during
these repairs and no alternate route is
available. If vessels can pass without an
opening they may proceed with extreme
caution.

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

Dated: June 6, 2013.
David M. Frank,
Bridge Administrator.
[FR Doc. 2013—14554 Filed 6—18—13; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 117

[Docket No. USCG—-2013-0428]

Drawbridge Operation Regulation;
Carquinez Strait, Martinez, CA

AGENCY: Coast Guard, DHS.

ACTION: Notice of deviation from
drawbridge regulation.

SUMMARY: The Coast Guard has issued a
temporary deviation from the operating
schedule that governs the Union Pacific
Railroad Drawbridge across the
Carquinez Strait, mile 7.0 at Martinez,
CA. The deviation is necessary to
perform a cable replacement at the
bridge. This deviation allows the bridge
to remain the closed-to-navigation
position during the repairs.

DATES: This deviation is effective from
7 a.m. on June 22, 2013 to 5 p.m. on
June 30, 2013.

ADDRESSES: The docket for this
deviation, [USCG-2013-0428], is
available at http://www.regulations.gov.
Type the docket number in the
“SEARCH” box and click “SEARCH.”
Click on Open Docket Folder on the line
associated with this deviation. You may
also visit the Docket Management
Facility in Room W12-140 on the
ground floor of the Department of
Transportation West Building, 1200
New Jersey Avenue SE., Washington,
DC 20590, between 9 a.m. and 5 p.m.,
Monday through Friday, except Federal
holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
deviation, call or email David H.
Sulouff, Chief, Bridge Section, Eleventh
Coast Guard District; telephone 510—
437-3516, email David.H.Sulouff@
uscg.mil. If you have questions on
viewing the docket, call Barbara
Hairston, Program Manager, Docket
Operations, telephone 202—-366—9826.
SUPPLEMENTARY INFORMATION: Union
Pacific Railroad Company has requested
a temporary change to the operation of
the Union Pacific Railroad Drawbridge,
mile 7.0, over Carquinez Strait, at
Martinez, CA. The drawbridge
navigation span provides 135 feet
vertical clearance above Mean High
Water in the full open-to-navigation
position, and 70 feet vertical clearance
when closed. The draw opens on signal
from approaching vessels, as required
by 33 CFR 117.5. Navigation on the
waterway is commercial and
recreational.

The drawspan will be secured in the
closed-to-navigation position to replace
bridge lifting cables, from 7 a.m. to 5
p.m., on June 22, June 23, June 29, and
June 30, 2013. The drawspan will be
operational each night between 5 p.m.
and 7 a.m.

This temporary deviation has been
coordinated with commercial operators
and San Francisco Bar Pilots
Association. No objections to the
proposed temporary deviation were
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raised. Vessels that can transit the
bridge, while in the closed-to-navigation
position, may continue to do so at any
time.

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

Dated: June 7, 2013.
D.H. Sulouff,

District Bridge Chief, Eleventh Coast Guard
District.

[FR Doc. 2013-14555 Filed 6-18—13; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165

[Docket Number USCG-2013-0301]

RIN 1625-AA00

Safety Zone; Coronado Fourth of July

Fireworks, Glorietta Bay; Coronado,
CA

AGENCY: Coast Guard, DHS.
ACTION: Temporary Final Rule.

SUMMARY: The Coast Guard is
establishing a temporary safety zone
upon the navigable waters of Glorietta
Bay for the Coronado Fourth of July
Fireworks on July 4, 2013. This
temporary safety zone is a modification
of an existing permanent safety zone,
made due to a change in location of the
fireworks barge. The safety zone is
necessary to provide for the safety of the
crew, spectators, and other users and
vessels of the waterway and is the direct
result of ongoing event planning with
the Goast Guard and event stakeholders.
DATES: This rule is effective from 8:45
p.m. to 10:00 p.m. on July 4, 2013.
ADDRESSES: Documents mentioned in
this preamble are part of docket USCG—
2013-0301. To view documents
mentioned in this preamble as being
available in the docket, go to http://
www.regulations.gov, type the docket
number in the “SEARCH” box and click
“SEARCH.” Click on Open Docket
Folder on the line associated with this
rulemaking. You may also visit the
Docket Management Facility in Room
W12-140 on the ground floor of the
Department of Transportation West
Building, 1200 New Jersey Avenue SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
email Lieutenant John Bannon, Chief of
Waterways, U.S. Coast Guard Sector San
Diego, Coast Guard; telephone 619-278-
7261, email John.E.Bannon@uscg.mil. If
you have questions on viewing or
submitting material to the docket, call
Renee V. Wright, Program Manager,
Docket Operations, telephone (202)
366-9826.

SUPPLEMENTARY INFORMATION:
Table of Acronyms

DHS Department of Homeland Security
FR Federal Register
NPRM Notice of Proposed Rulemaking

A. Regulatory History and Information

The Coast Guard published a Notice
of Proposed Rulemaking (NPRM) on
May 17, 2013 (78 FR 29094), that
highlighted the movement of the
fireworks barge and intention to notify
the public of the change from the
existing permanent annual one-day
safety zone listed in 33 CFR 165.1123.
We received no comments on this
proposed rule. In addition, the Coast
Guard has not received a request for a
public meeting.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this rule effective less than 30
days after publication in the Federal
Register. The fireworks are planned for
July 4, 2013, so a 30-day delay would
be impracticable. Earlier
implementation is needed to ensure the
safety zone is in place to protect
participants, crew, spectators,
participating vessels, and other vessels
and users of the waterway during the
event.

B. Basis and Purpose

The Ports and Waterways Safety Act
gives the Coast Guard authority to create
and enforce safety zones. The Coast
Guard is establishing a temporary safety
zone modification to a recurring safety
zone listed in 33 CFR §165.1123 for this
annual event on the navigable waters of
Glorietta Bay in support of a fireworks
show sponsored by the City of
Coronado. This event will occur
between 8:45 p.m. and 10 p.m. on July
4, 2013. The safety zone will include all
navigable waters within 800 feet of the
fireworks barge located in approximate
position: 32°40°41.0” N, 117°10°7.4” W.
This temporary safety zone is necessary
to provide for the safety of the crew,
spectators, and participants of the event,
participating vessels, and other vessels
and users of the waterway.

C. Discussion of Comments, Changes
and the Final Rule

The Coast Guard has previously
established a permanent safety zone in
33 CFR 165.1123 table for this annual
event. A NPRM was made to notify the
public that the regulated area has been
moved 100-yards to the north from
location noted in 33 CFR 165.1123. This
change was made in consultation with
event stakeholders to help mitigate
environmental concerns. No concerns
for this event were made on the docket.

D. 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.

1. Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, as supplemented
by Executive Order 13563, Improving
Regulation and Regulatory Review, and
does not require an assessment of
potential costs and benefits under
section 6(a)(3) of Executive Order 12866
or under section 1 of Executive Order
13563. The Office of Management and
Budget has not reviewed it under those
Orders. This determination is based on
the small size, and limited duration of
the safety zone.

2. Impact on Small Entities

The Regulatory Flexibility Act of 1980
(RFA), 5 U.S.C. 601-612, as amended,
requires federal agencies to consider the
potential impact of regulations on small
entities during rulemaking. The term
“small entities” comprises small
businesses, not-for-profit organizations
that are independently owned and
operated and are not dominant in their
fields, and governmental jurisdictions
with populations of less than 50,000.
The Coast Guard 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.

(1) This rule will affect the following
entities, some of which may be small
entities: The owners or operators of
vessels intending to transit or anchor in
specified portions of Glorietta Bay from
8:45 p.m. to 10 p.m. on July 4, 2013.

(2) This safety zone will not have a
significant economic impact on a
substantial number of small entities for
the following reasons: This one day
safety zone will only be in effect for one
hour and fifteen minutes late in the
evening when vessel traffic is low.
Vessel traffic can transit safely around
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the safety zone while the zone is in
effect.

3. Assistance for Small Entities

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

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.

4. Collection of Information

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

5. Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. We have
analyzed this rule under that Order and
determined that this rule does not have
implications for federalism.

6. Protest Activities

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

7. Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of

their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 (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.

8. 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.

9. 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.

10. 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.

11. 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.

12. Energy Effects

This action is not a ““significant
energy action” under Executive Order
13211, Actions Concerning Regulations
That Significantly Affect Energy Supply,
Distribution, or Use.

13. Technical Standards

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

14. 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 determined that this action is one
of a category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. This rule involves
establishment of a temporary safety
zone. This rule is categorically excluded
from further review under paragraph
34(g) of Figure 2—1 of the Commandant
Instruction. An environmental analysis
checklist supporting this determination
and a Categorical Exclusion
Determination are available in the
docket where indicated under
ADDRESSES. We seek any comments or
information that may lead to the
discovery of a significant environmental
impact from this rule.

List of Subjects in 33 CFR Part 165

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

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

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

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

Authority: 33 U.S.C. 1226, 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.T11-564 to read as
follows:

§165.T11-564 Safety Zone; Coronado
Fourth of July Fireworks, Glorietta Bay;
Coronado, CA

(a) Location. This rule establishes a
temporary safety zone. This safety zone
will include all navigable waters within
800 feet of the fireworks barge located
in Glorietta Bay in approximate
position: 32°40741.0” N, 117°10°7.4” W.

(b) Enforcement Period. This section
will be enforced from 8:45 p.m. to 10
p.m. on July 4, 2013. If the event
concludes prior to the scheduled
termination time, the Captain of the Port
will cease enforcement of this safety
zone and will announce that fact via
Broadcast Notice to Mariners.

(c) Definitions. The following
definition applies to this section:
designated representative, means any
commissioned, warrant, or petty officer
of the Coast Guard on board Coast
Guard, Coast Guard Auxiliary, and
local, state, and federal law enforcement
vessels who have been authorized to act
on the behalf of the Captain of the Port.
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(d) Regulations. (1) Entry into, transit
through or anchoring within this safety
zone is prohibited unless authorized by
the Captain of the Port of San Diego or
his designated representative.

(2) All persons and vessels shall
comply with the instructions of the
Coast Guard Captain of the Port or his
designated representative.

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

(4) The Coast Guard may be assisted
by other federal, state, or local agencies.

Dated: June 3, 2013.
S. M. Mahoney,

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

[FR Doc. 2013-14559 Filed 6-18-13; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket No. USCG—2013-0496]
RIN 1625-AA00

Safety Zone; Delaware River
Waterfront Corp. Fireworks Display,
Delaware River; Camden, NJ
AGENCY: Coast Guard, DHS.

ACTION: Temporary final rule.

SUMMARY: The Coast Guard is
establishing a temporary safety zone on
the Delaware River in Camden, NJ. The
safety zone will restrict vessel traffic on
a portion of the Delaware River from
operating while a fireworks event is
taking place. This temporary safety zone
is necessary to protect the surrounding
public and vessels from the hazards
associated with a fireworks display.
DATES: This rule is effective on June 19,
2013, from 9 p.m. until 10:10 p.m.
ADDRESSES: Documents mentioned in
this preamble are part of docket [USCG—
2013-0496]. To view documents
mentioned in this preamble as being
available in the docket, go to http://
www.regulations.gov, type the docket
number in the “SEARCH” box and click
“SEARCH.” Click on Open Docket
Folder on the line associated with this
rulemaking. You may also visit the
Docket Management Facility in Room
W12-140 on the ground floor of the
Department of Transportation West
Building, 1200 New Jersey Avenue SE.,
Washington, DC 20590, between 9 a.m.

and 5 p.m., Monday through Friday,
except Federal holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
email Lieutenant Veronica Smith, Chief
Waterways Management, Sector
Delaware Bay, U.S. Coast Guard;
telephone (215) 271-4851, email
veronica.l.smith@uscg.mil. If you have
questions on viewing or submitting
material to the docket, call Barbara
Hairston, Program Manager, Docket
Operations, telephone (202) 366—9826.
SUPPLEMENTARY INFORMATION:

Table of Acronyms

DHS Department of Homeland Security
FR Federal Register
NPRM Notice of Proposed Rulemaking

A. Regulatory History and 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
good cause exists for not publishing a
notice of proposed rulemaking (NPRM)
because it is impracticable. Publishing
an NPRM is impracticable given that the
final details for this event were not
received by the Coast Guard with
sufficient time for a notice and comment
period to run before the start of the
event. Immediate action is necessary to
provide for the safety of life and
property in the navigable water, thus,
delaying this rule to wait for a notice
and comment period to run would be
impracticable and would inhibit the
Coast Guard’s ability to protect the
public from the hazards associated with
maritime fireworks displays.

Under 5 U.S.C. 553(d)(3), for the same
reasons discussed earlier, the Coast
Guard finds that good cause exists for
making this rule effective less than 30
days after publication in the Federal
Register. Delaying the establishment of
the safety zone is impracticable and
contrary to the public interest, and
could result in mariners approaching
the fireworks location, creating a
hazardous scenario with potential for
loss of life and property.

B. Basis and Purpose

On the evening of June 19, 2013,
fireworks will be launched from a barge
with a fall out zone that covers part of
the Delaware River. Delaware River

Waterfront Corp. has contracted with
Pyrotecnico Fireworks to arrange for
this display. The Captain of the Port,
Sector Delaware Bay, has determined
that the Delaware River Waterfront
Corp. Fireworks Display will pose
significant risks to the public. The
purpose of the rule is to promote public
and maritime safety during a fireworks
display, and to protect mariners
transiting the area from the potential
hazards associated with a fireworks
display, such as accidental discharge of
fireworks, dangerous projectiles, and
falling hot embers or other debris. This
rule is needed to ensure safety on the
waterway during the event.

The legal basis and authorities for this
rule are found in 33 U.S.C. 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; and Department of
Homeland Security Delegation No.
0170.1, which collectively authorize the
Coast Guard to establish and define
regulatory safety zones.

C. Discussion of the Final Rule

To mitigate the risks associated with
the Delaware River Waterfront Corp.
Fireworks Display, the Captain of the
Port, Sector Delaware Bay will enforce
a temporary safety zone in the vicinity
of the launch site. The safety zone will
encompass all waters of the Delaware
River within a 350 yard radius of the
fireworks launch platform in
approximate position 39°57°00.67” N,
075°07’57.77” W in Camden, NJ. The
safety zone will be effective and
enforced from 9 p.m. to 10:10 p.m. on
June 19, 2013. Entry into, transiting, or
anchoring within the safety zone is
prohibited unless authorized by the
Captain of the Port, Sector Delaware
Bay, or her on-scene representative. The
Captain of the Port, Sector Delaware
Bay, or her on-scene representative may
be contacted via VHF channel 16.

D. Regulatory Analyses

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

1. Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, as supplemented
by Executive Order 13563, Improving
Regulation and Regulatory Review, and
does not require an assessment of
potential costs and benefits under
section 6(a)(3) of Executive Order 12866
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or under section 1 of Executive Order
13563. The Office of Management and
Budget has not reviewed it under those
Orders.

Although this regulation will restrict
vessel traffic from operating within the
safety zone on the navigable waters of
the Delaware River, Camden, NJ, the
effect of this regulation will not be
significant due to the limited duration
that the safety zone will be in effect. The
enforcement window lasts for 1 hour
and 10 minutes in an open area that
does conflict with transiting commercial
or recreational traffic. For the above
reasons, the Coast Guard does not
anticipate any significant economic
impact.

2. Impact on Small Entities

The Regulatory Flexibility Act of 1980
(RFA), 5 U.S.C. 601-612, as amended,
requires federal agencies to consider the
potential impact of regulations on small
entities during rulemaking. The term
“small entities”” comprises small
businesses, not-for-profit organizations
that are independently owned and
operated and are not dominant in their
fields, and governmental jurisdictions
with populations of less than 50,000.

The Coast Guard 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:

(1) This rule will affect the following
entities, some of which might be small
entities: the owners or operators of
vessels intending to operate, transit, or
anchor in a portion of the Delaware
River between 9 p.m. and 10:10 p.m. on
June 19, 2013.

(2) This safety zone will not have a
significant economic impact on a
substantial number of small entities for
the following reasons: this rule will only
be enforced for a short period of time.

In the event that this temporary safety
zone affects shipping, commercial
vessels may request permission from the
Captain of the Port, Sector Delaware
Bay, to transit through the safety zone.
Before activation of the zone, we will
give notice to the public via a Broadcast
to Mariners that the regulation is in
effect.

3. 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.

4. 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).

5. Federalism

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

6. Protest Activities

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

7. Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 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.

8. 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.

9. 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.

10. 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.

11. 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.

12. Energy Effects

This action is not a “significant
energy action” under Executive Order
13211, Actions Concerning Regulations
That Significantly Affect Energy Supply,
Distribution, or Use.

13. Technical Standards

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

14. 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 determined that this action is one
of a category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. This rule is categorically
excluded under 34(g) of Figure 2—1 of
the Commandant Instruction. An
environmental analysis checklist
supporting this determination 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
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requirements, Security measures,
Waterways.

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

PART 165-REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

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

Authority: 33 U.S.C. 1231; 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.T05—-0496, to read as
follows:

§165.T05-0496 Safety Zone; Delaware
River Waterfront Corp. Fireworks Display,
Delaware River; Camden, NJ

(a) Regulated area. The following area
is a safety zone: The safety zone will
encompass all waters of the Delaware
River within a 350 yard radius of the
fireworks launch platform in
approximate position 39°57°00.67” N,
075°07’57.77” W in Camden, NJ.

(b) Regulations. The general safety
zone regulations found in 33 CFR
165.23 apply to the safety zone created
by this temporary section § 165.T05—
0496.

(1) All persons and vessels are
prohibited from entering this zone,
except as authorized by the Coast Guard
Captain of the Port or her designated
representative.

(2) All persons or vessels wishing to
transit through the Safety Zone must
request authorization to do so from the
Captain of the Port or her designated
representative one hour prior to the
intended time of transit.

(3) Vessels granted permission to
transit through the Safety Zone must do
so in accordance with the directions
provided by the Captain of the Port or
her designated representative to the
vessel.

(4) To seek permission to transit this
safety zone, the Captain of the Port or
her designated representative can be
contacted via Sector Delaware Bay
Command Center (215) 271-4940.

(5) This section applies to all vessels
wishing to transit through the safety
zone except vessels that are engaged in
the following operations:

(i) Enforcing laws;

(ii) Servicing aids to navigation; and

(iii) Emergency response vessels.

(6) No person or vessel may enter or
remain in a safety zone without the
permission of the Captain of the Port;

(7) Each person and vessel in a safety
zone shall obey any direction or order
of the Captain of the Port;

(8) The Captain of the Port may take
possession and control of any vessel in
the safety zone;

(9) The Captain of the Port may
remove any person, vessel, article, or
thing from a safety zone;

(10) No person may board, or take or
place any article or thing on board, any
vessel in a safety zone without the
permission of the Captain of the Port;
and

(11) No person may take or place any
article or thing upon any waterfront
facility in a safety zone without the
permission of the Captain of the Port.

(c) Definitions.

(1) Captain of the Port means the
Commander, Coast Guard Sector
Delaware Bay, or any Coast Guard
commissioned, warrant or petty officer
who has been authorized by the Captain
of the Port to act on her behalf.

(2) Designated representative means
any Coast Guard commissioned, warrant
or petty officer who has been authorized
by the Captain of the Port Delaware Bay
to assist in enforcing the safety zone
described in paragraph (a) of this
section.

(d) Enforcement. The U.S. Coast
Guard may be assisted by Federal, State,
and local agencies in the patrol and
enforcement of the zone.

(e) Enforcement period. This section
will be enforced from 9 p.m. until 10:10
p-m. on June 19, 2013.

Dated: June 10, 2013.
K. Moore,

Captain, U.S. Coast Guard, Captain of the
Port Delaware Bay.

[FR Doc. 2013-14650 Filed 6—14-13; 4:15 pm]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket No. USCG—-2013-0188]
RIN 1625-AA00

Safety Zone; Mississippi River Mile
95.5—Mile 96.5; New Orleans, LA

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

SUMMARY: The Coast Guard is
establishing a temporary safety zone for
all waters of the Lower Mississippi
River from mile 95.5 to mile 96.5. This
safety zone is necessary to protect
persons and vessels from potential
safety hazards associated with a
fireworks display in the Lower
Mississippi River at mile 96. Entry into

this zone is prohibited unless
specifically authorized by the Captain of
the Port New Orleans or a designated
representative.

DATES: This rule is effective from 9:45
p-m. to 10:25 p.m. on June 26, 2013.
ADDRESSES: Documents mentioned in
this preamble are part of docket [USCG—
2013-0188] to view documents
mentioned in this preamble as being
available in the docket, go to http://
www.regulations.gov, type the docket
number in the “SEARCH” box and click
“SEARCH.” Click on Open Docket
Folder on the line associated with this
rulemaking. You may also visit the
Docket Management Facility in Room
W12-140 on the ground floor of the
Department of Transportation West
Building, 1200 New Jersey Avenue SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
email Lieutenant Commander (LCDR)
Brandon Sullivan, Sector New Orleans,
U.S. Coast Guard; telephone (504) 365—
2280, email
Brandon.J.Sullivan@uscg.mil. If you
have questions on viewing or submitting
material to the docket, call Barbara
Hairston, Program Manager, Docket
Operations, telephone (202) 366—9826.
SUPPLEMENTARY INFORMATION:

Table of Acronyms

DHS Department of Homeland Security
FR Federal Register
NPRM Notice of Proposed Rulemaking

A. Regulatory History and 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
good cause exists for not publishing a
notice of proposed rulemaking (NPRM)
with respect to this rule because it is
impracticable. The Coast Guard did not
receive event information from the
event sponsor until there was
insufficient time remaining to undertake
an NPRM. This safety zone is needed to
protect vessels and mariners from the
safety hazards associated with an aerial
fireworks display taking place over the
waterway. Providing notice and
comment for this rule establishing the
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necessary safety zone would be
impracticable as it would delay the
safety measure necessary to protect life
and property from the possible hazards
associated with the display. Delay
would also unnecessarily interfere with
the planned fireworks display. The
impacts on navigation are expected to
be minimal as the safety zone will only
impact navigation for a short duration.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this rule effective less than 30
days after publication in the Federal
Register. Waiting a full 30 days after
publication in the Federal Register is
impracticable and contrary to the public
interest as that would delay the
effectiveness of the safety zone until
after the planned fireworks event.
Immediate action is needed to protect
vessels and mariners from the safety
hazards associated with an aerial
fireworks display that will last for only
a short duration. The Coast Guard will
notify the public and maritime
community that the safety zone will be
in effect and of its enforcement periods
via broadcast notices to mariners.

B. Basis and Purpose

The Oracle C/O J&M Displays is
sponsoring a fireworks display from a
barge located at mile 96 on the Lower
Mississippi River. This event will take
place from 9:45 p.m. to 10:25 p.m. on
June 26, 2013. The Coast Guard has
determined that a safety zone is needed
to protect the public, mariners, and
vessels from the hazards associated with
these aerial fireworks displays over the
waterway.

The legal basis and authorities for this
rule are found in 33 U.S.C. 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; Public Law 107-295,
116 Stat. 2064; and Department of
Homeland Security Delegation No.
0170.1, which collectively authorize the
Coast Guard to establish and define
regulatory safety zones.

C. Discussion of the Final Rule

The Coast Guard is establishing a
temporary safety zone on the Lower
Mississippi River from 9:45 p.m. to
10:25 p.m. on June 26, 2013. The safety
zone area will include the entire width
of the Lower Mississippi River in New
Orleans, LA, from mile 95.5 to mile
96.5. Entry into this zone is prohibited
unless permission has been granted by
the Captain of the Port New Orleans, or
a designated representative.

Notice to the public of this safety zone
will be provided via Broadcast Notice to
Mariners. Mariners and other members
of the public may also contact Coast

Guard Sector New Orleans to inquire
about the status of the safety zone, at
(504) 365—2200.

D. Regulatory Analyses

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

1. Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, as supplemented
by Executive Order 13563, Improving
Regulation and Regulatory Review, and
does not require an assessment of
potential costs and benefits under
section 6(a)(3) of Executive Order 12866
or under section 1 of Executive Order
13563. The Office of Management and
Budget has not reviewed it under those
Orders. This safety zone will restrict
navigation on the Lower Mississippi
River from mile 95.5 to mile 96.5, for
approximately 40 minutes on June 26,
2013. Due to the short duration of the
event, it does not impose a significant
regulatory impact.

2. Impact on Small Entities

The Regulatory Flexibility Act of 1980
(RFA), 5 U.S.C. 601-612, as amended,
requires federal agencies to consider the
potential impact of regulations on small
entities during rulemaking. The term
“small entities” comprises small
businesses, not-for-profit organizations
that are independently owned and
operated and are not dominant in their
fields, and governmental jurisdictions
with populations of less than 50,000.
The Coast Guard 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 would affect the following
entities, some of which may be small
entities: the owners or operators of
vessels intending to transit between
miles 95.5 to mile 96.5, between 9:45
p.m. and 10:25 p.m. on June 26, 2013.
This safety zone would not have a
significant economic impact on a
substantial number of small entities for
the following reasons because the safety
zone will only be subject to enforcement
for approximately 40 minutes on June
26, 2013. Before the activation of the
zone, the Coast Guard will issue
maritime advisories widely available to
users of the river.

3. Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement

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

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.

4. Collection of Information

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

5. Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. We have
analyzed this rule under that Order and
determined that this rule does not have
implications for federalism.

6. Protest Activities

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

7. Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 (adjusted for inflation) or
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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.

8. 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.

9. 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.

10. 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.

11. 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.

12. Energy Effects

This action is not a ““significant
energy action” under Executive Order
13211, Actions Concerning Regulations
That Significantly Affect Energy Supply,
Distribution, or Use.

13. Technical Standards

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

14. 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 determined that this action is one
of a category of actions that do not
individually or cumulatively have a
significant effect on the human

environment. This rule involves
establishing a temporary safety zone for
all waters of the Lower Mississippi
River from mile 95.5 to mile 96.5. This
rule is categorically excluded from
further review under paragraph 34(g) of
Figure 2—1 of the Commandant
Instruction. An environmental analysis
checklist supporting this determination
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 record-keeping
requirements, Security measures,
Waterways.

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

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

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

Authority: 33 U.S.C. 1231; 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.

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

m 2. Add § 165.T08—-0188 to read as
follows:

§165.T08—0188 Safety Zone, Mississippi
River Mile 95.5-Mile 96.5; New Orleans, LA.

(a) Effective date/enforcement period.
This section is effective from 9:45 p.m.
to 10:25 p.m. on June 26, 2013. The
safety zone described in paragraph (b) of
this section will only be enforced during
the effective period (during the time
immediately preceding, during, and
immediately following the fireworks
display). The Coast Guard will
announce these specific enforcement
periods via Broadcast Notice to
Mariners. Additionally, mariners and
other members of the public may
contact the Coast Guard at (504) 365—
2200 to inquire about the status of the
safety zone.

(b) Location. The following areas are
safety zones: All waters of the Lower
Mississippi River from mile 95.5 to mile
96.5, New Orleans, LA.

(c) Regulations. (1) In accordance with
the general regulations in § 165.23 of
this part, entry into this zone is
prohibited unless specifically
authorized by the Captain of the Port
New Orleans or designated personnel.
Designated personnel include
commissioned, warrant, and petty

officers of the U.S. Coast Guard assigned
to units under the operational control of
USCG Sector New Orleans.

(2) Persons or vessels requiring
deviations from this rule must request
permission from the Captain of the Port
New Orleans. The Captain of the Port
New Orleans may be contacted at
telephone (504) 365—2200.

(3) All persons and vessels permitted
to enter the safety zone shall comply
with the instructions of the Captain of
the Port New Orleans and designated
personnel.

Dated: May 21, 2013.
P.W. Gautier,

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

[FR Doc. 2013—-14656 Filed 6-18-13; 8:45 am|
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket No. USCG-2013-0417]
RIN 1625-AA00

Safety Zone; Fairport Harbor Mardi
Gras, Lake Erie, Fairport, OH

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

SUMMARY: The Coast Guard is
establishing a temporary safety zone on
Lake Erie, Fairport Harbor, OH. This
safety zone is intended to restrict
vessels from a portion of Lake Erie
during the Fairport Harbor Mardi Gras
Fireworks display. This temporary
safety zone is necessary to protect
spectators and vessels from the hazards
associated with a fireworks display.
DATES: This rule is effective from 9 p.m.
until 10:20 p.m. on July 5, 2013.
ADDRESSES: Documents mentioned in
this preamble are part of docket [USCG—
2013-0417]. To view documents
mentioned in this preamble as being
available in the docket, go to http://
www.regulations.gov, type the docket
number in the “SEARCH” box and click
“SEARCH.” Click on Open Docket
Folder on the line associated with this
rulemaking. You may also visit the
Docket Management Facility in Room
W12-140 on the ground floor of the
Department of Transportation West
Building, 1200 New Jersey Avenue SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
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email LT Christopher Mercurio, Chief of
Waterways Management, U.S. Coast
Guard Sector Buffalo; telephone 716—
843-9343, email
SectorBuffaloMarineSafety@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 Acronyms

DHS Department of Homeland Security
FR Federal Register

NPRM Notice of Proposed Rulemaking
TFR Temporary Final Rule

A. Regulatory History and 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
good cause exists for not publishing a
notice of proposed rulemaking (NPRM)
with respect to this rule because doing
so would be impracticable. The final
details for this event were not known to
the Coast Guard until there was
insufficient time remaining before the
event to publish an NPRM. Thus,
delaying the effective date of this rule to
wait for a comment period to run would
be impracticable because it would
inhibit the Coast Guard’s ability to
protect spectators and vessels from the
hazards associated with a maritime
fireworks display, which are discussed
further below.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this temporary rule effective less
than 30 days after publication in the
Federal Register. For the same reasons
discussed in the preceding paragraph,
waiting for a 30 day notice period to run
would be impracticable and contrary to
the public interest.

B. Basis and Purpose

Between 9:30 p.m. and 9:50 p.m. on
July 5, 2013, a fireworks display will be
held on Lake Erie near Fairport Harbor
Lake Front Park, Fairport Harbor, OH.
The Captain of the Port Buffalo has
determined that fireworks launched
proximate to a gathering of watercraft
pose a significant risk to public safety
and property. Such hazards include
premature and accidental detonations,

dangerous projectiles, and falling or
burning debris.

C. Discussion of the Final Rule

With the aforementioned hazards in
mind, the Captain of the Port Buffalo
has determined that this temporary
safety zone is necessary to ensure the
safety of spectators and vessels during
the Fairport Harbor Mardi Gras. This
zone will be effective and enforced from
9 p.m. until 10:20 p.m. on July 5, 2013.
This zone will encompass all waters of
Lake Erie, Fairport Harbor, OH within a
350 foot radius of position 41°45’30” N
and 81°16"18” W (NAD 83).

Entry into, transiting, or anchoring
within the safety zone is prohibited
unless authorized by the Captain of the
Port Buffalo or his designated on-scene
representative. The Captain of the Port
or his designated on-scene
representative may be contacted via
VHF Channel 16.

D. Regulatory Analyses

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

1. Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, as supplemented
by Executive Order 13563, Improving
Regulation and Regulatory Review, and
does not require an assessment of
potential costs and benefits under
section 6(a)(3) of Executive Order 12866
or under section 1 of Executive Order
13563. The Office of Management and
Budget has not reviewed it under those
Orders. It is not ““significant” under the
regulatory policies and procedures of
the Department of Homeland Security
(DHS).

We conclude that this rule is not a
significant regulatory action because we
anticipate that it will have minimal
impact on the economy, will not
interfere with other agencies, will not
adversely alter the budget of any grant
or loan recipients, and will not raise any
novel legal or policy issues. The safety
zone created by this rule will be
relatively small and enforced for
relatively short time. Also, the safety
zone is designed to minimize its impact
on navigable waters. Furthermore, the
safety zone has been designed to allow
vessels to transit around it. Thus,
restrictions on vessel movement within
that particular area are expected to be
minimal. Under certain conditions,
moreover, vessels may still transit

through the safety zone when permitted
by the Captain of the Port.

2. Impact on Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
the impact of this rule on small entities.
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 will affect the following
entities, some of which might be small
entities: The owners or operators of
vessels intending to transit or anchor in
a portion of Lake Erie on the evening of
July 5, 2013.

This safety zone will not have a
significant economic impact on a
substantial number of small entities for
the following reasons: This safety zone
would be activated, and thus subject to
enforcement, for only 80 minutes late in
the day. Traffic may be allowed to pass
through the zone with the permission of
the Captain of the Port. The Captain of
the Port can be reached via VHF
channel 16. Before the activation of the
zone, we would issue local Broadcast
Notice to Mariners.

3. Assistance for Small Entities

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

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.

4. Collection of Information

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

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. We have
analyzed this rule under that Order and
determined that this rule does not have
implications for federalism.

6. 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.

7. 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.

8. 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.

9. 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.

10. 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.

11. Energy Effects

This action is not a ““significant
energy action” under Executive Order

13211, Actions Concerning Regulations
That Significantly Affect Energy Supply,
Distribution, or Use.

12. Technical Standards

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

13. 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. 4321-43701f), and
have determined that this action is one
of a category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. This rule involves the
establishment of a safety zone and,
therefore it is categorically excluded
from further review under paragraph
34(g) of Figure 2—1 of the Commandant
Instruction. An environmental analysis
checklist supporting this determination
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.

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

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

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

Authority: 33 U.S.C. 1231; 46 U.S.C.
Chapters 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.T09-0417 to read as
follows:

§165.T09-0417 Safety Zone; Fairport
Harbor Mardi Gras, Lake Erie, Fairport
Harbor, OH

(a) Location. This zone will
encompass all waters of Lake Erie,
Fairport Harbor, OH within a 350 foot
radius of position 41°45’30” N and
81°16"18” W (NAD 83).

(b) Effective and enforcement period.
This regulation is effective and will be
enforced on July 5, 2013, from 9 p.m.
until 10:20 p.m.

(c) Regulations. (1) In accordance with
the general regulations in section 165.23
of this part, entry into, transiting, or
anchoring within this safety zone is
prohibited unless authorized by the
Captain of the Port Buffalo or his
designated on-scene representative.

(2) This safety zone is closed to all
vessel traffic, except as may be
permitted by the Captain of the Port
Buffalo or his designated on-scene
representative.

(3) The “on-scene representative’ of
the Captain of the Port Buffalo is any
Coast Guard commissioned, warrant or
petty officer who has been designated
by the Captain of the Port Buffalo to act
on his behalf.

(4) Vessel operators desiring to enter
or operate within the safety zone shall
contact the Captain of the Port Buffalo
or his on-scene representative to obtain
permission to do so. The Captain of the
Port Buffalo or his on-scene
representative may be contacted via
VHF Channel 16. Vessel operators given
permission to enter or operate in the
safety zone must comply with all
directions given to them by the Captain
of the Port Buffalo, or his on-scene
representative.

Dated: June 5, 2013.
S.M. Wischmann,

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

[FR Doc. 2013-14662 Filed 6-18-13; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165

[Docket Number USCG-2013-0421]

RIN 1625-AA00

Safety Zone; Fifth Coast Guard District

Fireworks Display, Currituck Sound;
Corolla, NC

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

SUMMARY: The Coast Guard is
temporarily changing the location of a
safety zone for one recurring fireworks
display in the Fifth Coast Guard District.
This regulation applies to only one
recurring fireworks event, held adjacent
to the Currituck Sound, Corolla, North
Carolina. The fireworks display
previously originated from a barge but
will this year originate from a location
on land. The safety zone is necessary to
provide for the safety of life on
navigable waters during the event. This
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action is intended to restrict vessel
traffic in a portion of the Currituck
Sound, Corolla, NC, during the event.
DATES: This rule will be effective from
July 4, 2013 until July 5, 2013.
ADDRESSES: Documents mentioned in
this preamble are part of docket [USCG—
2013-0421]. To view documents
mentioned in this preamble as being
available in the docket, go to http://
www.regulations.gov, type the docket
number in the “SEARCH” box and click
“SEARCH.” Click on Open Docket
Folder on the line associated with this
rulemaking. You may also visit the
Docket Management Facility in Room
W12-140 on the ground floor of the
Department of Transportation West
Building, 1200 New Jersey Avenue SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
email BOSN4 Joseph M. Edge, Coast
Guard Sector North Carolina, Coast
Guard; telephone (252) 247-4525, email
Joseph.M.Edge@uscg.mil. If you have
questions on viewing or submitting
material to the docket, call Barbara
Hairston, Program Manager, Docket
Operations, telephone (202) 366—9826.

SUPPLEMENTARY INFORMATION:
Table of Acronyms

DHS Department of Homeland Security
FR Federal Register
NPRM Notice of Proposed Rulemaking

A. Regulatory History and 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
good cause exists for not publishing a
notice of proposed rulemaking (NPRM)
with respect to this rule because it
would be impracticable to issue an
NPRM and final rule before the
scheduled event.

For similar reasons, under 5 U.S.C.
553(d)(3), the Coast Guard finds that
good cause exists for making this rule
effective less than 30 days after
publication in the Federal Register. The
fireworks are planned for July 4, 2013,
so a 30-day delay would be
impracticable. Earlier implementation is
needed to ensure the safety zone is in

place to protect participants, crew,
spectators, participating vessels, and
other vessels and users of the waterway
during the event.

B. Basis and Purpose

Recurring fireworks displays are
frequently held on or adjacent to the
navigable waters within the boundary of
the Fifth Coast Guard District. For a
description of the geographical area of
each Coast Guard Sector—Captain of the
Port Zone, please see 33 CFR 3.25.

The regulation listing annual
fireworks displays within the Fifth
Coast Guard District and safety zones
locations is 33 CFR 165.506. The Table
to § 165.506 identifies fireworks
displays by COTP zone, with the COTP
North Carolina zone listed in section
“(d.)” of the Table.

The township of Corolla, North
Carolina, sponsors an annual fireworks
display held on July 4th over the waters
of Currituck Sound at Corolla, North
Carolina. The Table to § 165.506, at
section (d.) event Number ““5”’, describes
the enforcement date and regulated
location for this fireworks event.

The location listed in the Table has
the fireworks display originating from a
fireworks barge on Currituck Sound.
However, this proposed rule changes
the fireworks launch location on July 4,
2013, to a position on shore at latitude
36°22°23.8” N longitude 075°49'56.3” W.

A fleet of spectator vessels is
anticipated to gather nearby to view the
fireworks display. Due to the need for
vessel control during the fireworks
display vessel traffic will be temporarily
restricted to provide for the safety of
participants, spectators and transiting
vessels. Under provisions of 33 CFR
165.506, during the enforcement period,
vessels may not enter the regulated area
unless they receive permission from the
Coast Guard Patrol Commander.

C. Discussion of the Final Rule

The Coast Guard will temporarily
suspend the regulation listed in Table to
§165.506, section (d.) event Number 5,
and insert this temporary regulation at
Table to § 165.506, at section (d.) as
event Number 16", in order to reflect
that the fireworks display will originate
from a point on shore and therefore the
regulated area is changed. This change
is needed to accommodate the sponsor’s
event plan. No other portion of the
Table to § 165.506 or other provisions in
§ 165.506 shall be affected by this
regulation.

The regulated area of this safety zone
includes all water of the Currituck
Sound within a 300 yards radius of
latitude 36°22°23.8” N longitude
075°49'56.3” W.

This safety zone will restrict general
navigation in the regulated area during
the fireworks event. Except for persons
or vessels authorized by the Coast Guard
Patrol Commander, no person or vessel
may enter or remain in the regulated
area during the effective period. The
regulated area is needed to control
vessel traffic during the event for the
safety of participants and transiting
vessels.

The enforcement period for this safety
zone does not change from that
enforcement period listed in
§165.506(d)(5) which is 5:30 p.m. on
July 4, 2013 through 1 a.m. on July 5,
2013.

In addition to notice in the Federal
Register, the maritime community will
be provided extensive advance
notification via the Local Notice to
Mariners, and marine information
broadcasts so mariners can adjust their
plans accordingly.

D. Regulatory Analyses

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

1. Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, as supplemented
by Executive Order 13563, Improving
Regulation and Regulatory Review, and
does not require an assessment of
potential costs and benefits under
section 6(a)(3) of Executive Order 12866
or under section 1 of Executive Order
13563. The Office of Management and
Budget has not reviewed it under those
Orders. Although this regulation
restricts access to a small segment of
Currituck Sound, the effect of this rule
will not be significant because: (i) the
safety zone will be in effect for a limited
duration; (ii) the zone is of limited size;
and (iii) the Coast Guard will make
notifications via maritime advisories so
mariners can adjust their plans
accordingly. Additionally, this
rulemaking changes the regulated area
for the Currituck Sound fireworks
demonstration for July 4, 2013 only and
does not change the permanent
regulated area that has been published
in 33 CFR 165.506, Table to § 165.506 at
portion “d” event Number “5”’. In some
cases vessel traffic may be able to transit
the regulated area when the Coast Guard
Patrol Commander deems it is safe to do
s0.
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2. Impact on Small Entities

The Regulatory Flexibility Act of 1980
(RFA), 5 U.S.C. 601-612, as amended,
requires federal agencies to consider the
potential impact of regulations on small
entities during rulemaking. The term
“small entities”” comprises small
businesses, not-for-profit organizations
that are independently owned and
operated and are not dominant in their
fields, and governmental jurisdictions
with populations of less than 50,000.
The Coast Guard 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 would affect the following
entities, some of which might be small
entities: the owners or operators of
vessels intending to transit or anchor in
the Currituck Sound where fireworks
events are being held. This regulation
will not have a significant impact on a
substantial number of small entities
because it will be enforced only during
the fireworks display event permitted by
Coast Guard Captain of the Port North
Carolina. The Captain of the Port will
ensure that small entities are able to
operate in the regulated area when it is
safe to do so. In some cases, vessels will
be able to safely transit around the
regulated area at various times, and,
with the permission of the Patrol
Commander, vessels may transit
through the regulated area. Before the
enforcement period, the Coast Guard
will issue maritime advisories so
mariners can adjust their plans
accordingly.

3. Assistance for Small Entities

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

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.

4. Collection of Information

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

5. Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. We have
analyzed this rule under that Order and
determined that this rule does not have
implications for federalism.

6. Protest Activities

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

7. Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 (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.

8. 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.

9. 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.

10. 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.

11. 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.

12. Energy Effects

This action is not a “significant
energy action” under Executive Order
13211, Actions Concerning Regulations
That Significantly Affect Energy Supply,
Distribution, or Use.

13. Technical Standards

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

14. 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 determined that this action is one
of a category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. This rule involves
establishing a safety zone for a fireworks
display launch site and fallout area and
is expected to have no impact on the
water or environment. This zone is
designed to protect mariners and
spectators from the hazards associated
with aerial fireworks displays. This rule
is categorically excluded from further
review under paragraph 34(g) of Figure
2—1 of the Commandant Instruction. An
environmental analysis checklist
supporting this determination and a
Categorical Exclusion Determination are
available in the docket where indicated
under ADDRESSES. We seek any
comments or information that may lead
to the discovery of a significant
environmental impact from this rule.

List of Subjects in 33 CFR Part 165

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

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

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

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

Authority: 33 U.S.C. 1231; 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, 160.5; Pub. L.
107-295, 116 Stat. 2064; Department of
Homeland Security Delegation No. 0170.1.

m 2. In the Table to § 165.506, make the
following amendments:

m a. Under “(d) Coast Guard Sector
North Carolina—COTP Zone,” suspend
entry 5;

TABLE TO § 165.506

m b. Under, “(d) Coast Guard Sector
North Carolina—COTP Zone,” add entry
16 to read as follows:

§165.506 Safety Zones; Fifth Coast Guard
District Fireworks Displays.
* * * * *

(d) Coast Guard Sector North Carolina—COTP Zone

Number Date Location Regulated area
16 i July 4-5, 2013 .. Currituck Sound, Corolla, NC, All waters of the Currituck Sound within a 300 yard radius of the fire-
Safety Zone. works launch site in approximate position latitude 36°2223.8” N
longitude 075°49'56.3", located near Whale Head Bay.
* * * * *

Dated: June 4, 2013.
A. Popiel,
Captain, U.S. Coast Guard, Captain of the
Port Sector North Carolina.

[FR Doc. 2013-14548 Filed 6-18-13; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF EDUCATION

34 CFR Chapter Il
[CFDA Number: 84.133E-3.]

Final Priority; National Institute on
Disability and Rehabilitation
Research—Disability and
Rehabilitation Research Projects and
Centers Program—Rehabilitation
Engineering Research Centers

AGENCY: Office of Special Education and
Rehabilitative Services, Department of
Education.

ACTION: Final priority.

SUMMARY: The Assistant Secretary for
Special Education and Rehabilitative
Services announces a priority for a
Rehabilitation Engineering Research
Center (RERC) on Technologies to
Support Successful Aging with
Disability under the Disability and
Rehabilitation Research Projects and
Centers Program administered by the
National Institute on Disability and
Rehabilitation Research (NIDRR). The
Assistant Secretary may use this priority
for a competition in fiscal year (FY)
2013 and later years. We take this action
to focus research attention on areas of
national need. We intend to use this
priority to improve outcomes for
individuals with disabilities.

DATES: Effective Date: This priority is
effective July 19, 2013.

FOR FURTHER INFORMATION CONTACT:
Marlene Spencer, U.S. Department of
Education, 400 Maryland Avenue SW.,
room 5133, Potomac Center Plaza (PCP),
Washington, DC 20202-2700.
Telephone: (202) 245-7532 or by email:
marlene.spencer@ed.gov.

If you use a telecommunications
device for the deaf (TDD) or a text
telephone (TTY), call the Federal Relay
Service (FRS), toll free, at 1-800-877—
8339.

SUPPLEMENTARY INFORMATION: Purpose Of
Program: The purpose of the Disability
and Rehabilitation Research Projects
and Centers Program is to plan and
conduct research, demonstration
projects, training, and related activities,
including international activities, to
develop methods, procedures, and
rehabilitation technology that maximize
the full inclusion and integration into
society, employment, independent
living, family support, and economic
and social self-sufficiency of individuals
with disabilities, especially individuals
with the most severe disabilities, and to
improve the effectiveness of services
authorized under the Rehabilitation Act
of 1973, as amended (Rehabilitation
Act).

Rehabilitation Engineering Research
Centers Program

The purpose of NIDRR’s RERCs
program, which is funded through the
Disability and Rehabilitation Research
Projects and Centers Program, is to
improve the effectiveness of services
authorized under the Rehabilitation Act.
It does so by conducting advanced
engineering research, developing and

evaluating innovative technologies,
facilitating service delivery system
changes, stimulating the production and
distribution of new technologies and
equipment in the private sector, and
providing training opportunities. RERCs
seek to solve rehabilitation problems
and remove environmental barriers to
improvements in employment,
community living and participation,
and health and function outcomes of
individuals with disabilities.

The general requirements for RERCs
are set out in subpart D of 34 CFR part
350 (What Rehabilitation Engineering
Research Centers Does the Secretary
Assist?).

Additional information on the RERCs
program can be found at: www.ed.gov/
rschstat/research/pubs/index.html.

Program Authority: 29 U.S.C. 762(g) and
764(b)(3).

Applicable Program Regulations: 34
CFR part 350.

We published a proposed priority for
this program in the Federal Register on
April 3, 2013 (78 FR 20069). That notice
contained background information and
our reasons for proposing the particular
priority.

Public Comment: In response to our
invitation in the notice of proposed
priority, nine parties submitted
comments on the proposed priority.
Generally, we do not address technical
and other minor changes or suggested
changes the law does not authorize us
to make under the applicable statutory
authority. In addition, we generally do
not address comments that raise
concerns not directly related to the
proposed priority.

Analysis of Comments and Changes:
An analysis of the comments and
changes in the priority since publication
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of the notice of proposed priority
follows.

Comment: Four commenters
requested that NIDRR modify the
priority to emphasize the importance of
multidisciplinary teams and to require
the use of such teams to achieve the
RERC’s intended outcomes. One of these
commenters specifically described the
importance of including engineers,
psychologists, research methodologists
with expertise in experiments, and
health and medical professionals on the
RERC staff.

Discussion: NIDRR does not typically
specity or require staffing patterns or
approaches in its priorities. Instead, we
ask our peer reviewers to assess the
quality of the proposed staff relative to
the activities the applicant proposes to
conduct. Specifically, we ask reviewers
to assess ‘‘the extent to which the key
personnel and other key staff have
appropriate training and experience in
disciplines required to conduct all
proposed activities” (34 CFR
350.54(n)(3)(i)).

Changes: None.

Comment: Four commenters noted
that the priority’s focus on home-based
technologies may not be broad enough
to promote physical and cognitive
functioning of individuals aging with
long-term disabilities. These
commenters requested that NIDRR
expand the priority’s focus beyond
“home-based” technologies to include
“community-based” technologies as
well.

Discussion: NIDRR agrees with the
commenters. By requiring research and
development on home-based
technologies to improve outcomes of
individuals with disabilities as they age,
we primarily intended to signify that we
were requiring the RERC to conduct
work on technologies that are intended
for use outside of the clinical setting.
We did not intend to preclude work on
technologies that have applications in
the community.

Changes: We have revised the priority
by changing “home-based” to “home-
and community-based.”

Comment: Three commenters
requested that NIDRR modify paragraph
(4) in General RERC Requirements to
specify that “universal design” requires
smart technologies that personalize their
features through dynamic interaction
with the user. Another commenter
suggested that NIDRR modify this
paragraph by requiring ““flexibility of
technology use” for a wide variety of
target populations and environments.

Discussion: NIDRR does not agree that
further specificity in the principles of
universal design is needed. The
requirement and definition are

purposefully broad, which allows
applicants to apply universal design
approaches to a wide variety of existing
and emerging technologies,
environments or settings, and target
populations to address a broad range of
access barriers. NIDRR does not want to
overemphasize one particular
application or interpretation of
universal design principles. It is up to
applicants to describe how the
technologies that are the focus of their
proposed research and development
activities meet this universal design
requirement. The peer review process
will determine the merits of each
proposal.

Changes: None.

Comment: One commenter requested
that NIDRR modify the priority to
require engagement of a wide variety of
stakeholders in the RERC’s work in
order to promote adoption of new
technologies in the area of aging with a
disability. This commenter also
requested that NIDRR modify the
priority to require engagement of
stakeholders in developing, testing,
evaluating, and disseminating the
RERC’s work. This commenter noted
that it will be particularly important to
engage older individuals in the RERC’s
work (including individuals aging with
disabilities and older service providers)
to address their relative lack of
experience with technology.

Discussion: NIDRR agrees that
engagement and collaboration with
stakeholders is important to realizing
the RERC’s intended outcomes. NIDRR
believes that the priority, which
requires collaboration and
communication with relevant
stakeholders to promote access to and
use of technologies to improve
outcomes of individuals with
disabilities as they age, sufficiently
addresses the commenter’s points. In
addition, in the third and fifth
numbered paragraphs of General RERC
Requirements, NIDRR requires
collaboration with a wide variety of
stakeholders to increase research
capacity in the area of rehabilitation
engineering related to aging with a
disability and to increase awareness and
understanding of cutting-edge
developments in this area. In the third
bulleted paragraph of General RERC
Requirements, NIDRR also requires
applicants to propose and implement a
plan for including individuals with
disabilities or their representatives in all
aspects of the RERC’s work. In the
context of this priority, this requirement
refers to the inclusion of individuals
who are aging with long-term
disabilities.

Nothing in the priority precludes
applicants from proposing to engage
with older service providers to help
address any lack of familiarity with
technology, as suggested by the
commenter. However, we do not have a
sufficient basis for requiring all
applicants to do so. In response to the
requirements related to stakeholder
involvement, applicants must propose
appropriate collaborations with the goal
of contributing to the intended
outcomes of the RERC. The peer review
process will determine the merits of
each application.

Changes: None.

Comment: One commenter
recommended that NIDRR modify the
priority to require the RERC to educate
the “community at large” on how to
work with and accommodate
individuals with disabilities as they age.

Discussion: It is beyond the scope of
this RERC priority to educate the
community at large on how to work
with and accommodate individuals with
disabilities as they age. Such a broadly
stated requirement would necessitate
activities that go well beyond the
research, development, and related
activities that are central to this RERC’s
work. Instead, this priority requires
targeted collaboration with, and
inclusion of, relevant stakeholders in all
aspects of the RERC’s work.

Changes: None.

Comment: One commenter noted that
the priority allows applicants to develop
and evaluate new technologies or
evaluate existing or commercially
available technologies, or both. This
commenter recommended that NIDRR
modify the priority to require the
development of new technologies, given
the current limitations of commercially
available technologies. This commenter
also suggested that NIDRR modify the
priority to include the possibility of
“blending” commercially available
technologies with technology developed
by the RERC.

Discussion: Nothing in the priority
precludes applicants from focusing their
research and development activities on
the development of new technologies or
on developing new technologies and
“blending” them with commercially
available technologies. We do not want
to preclude proposals from applicants
who choose to evaluate existing or
commercially available technologies
only. The peer review process will
determine the merits of each proposal.

Changes: None.

Comment: One commenter suggested
that the evidence base for technologies
can only be built within specific
disability groups and not for “‘all
persons with disabilities.” This



Federal Register/Vol. 78, No. 118/ Wednesday, June 19, 2013 /Rules and Regulations

36669

commenter recommended that NIDRR
modify the priority so that it requires
applicants to specify the disability
group to which the RERC’s research and
development work will apply.

Discussion: NIDRR generally agrees
that it is important for applicants to
specify the target population for their
proposed research and development
work. At the same time, applicants can
propose multiple or broad target
populations, and we do not want to
preclude applicants from proposing
research and development toward
technologies with broad application. As
part of the selection criteria that are
used to evaluate RERC applications, we
ask reviewers to assess “‘the extent to
which the applicant clearly describes
the need and target population” (34 CFR
350.54(a)(2)(i)). The peer review process
will determine the merits of each
application.

Changes: None.

Final Priority:

Background:

This final priority is in concert with
NIDRR’s Long-Range Plan (Plan) for
Fiscal Years 2013-2017. The Plan,
which was published in the Federal
Register on April 4, 2013 (78 FR 20299),
can be accessed on the Internet at the
following site: www.ed.gov/about/
offices/list/osers/nidrr/policy.html.

Through the implementation of the
Plan, NIDRR seeks to improve the health
and functioning, employment, and
community living and participation of
individuals with disabilities through
comprehensive programs of research,
engineering, training, technical
assistance, and knowledge translation
and dissemination. The Plan reflects
NIDRR’s commitment to quality,
relevance, and balance in its programs
to ensure appropriate attention to all
aspects of well-being of individuals
with disabilities and to all types and
degrees of disability, including low-
incidence and severe disabilities.

Priority—RERC on Technologies to
Support Successful Aging with
Disability.

The Assistant Secretary for Special
Education and Rehabilitative Services
proposes the following priority for the
establishment of a Rehabilitation
Engineering Research Center (RERC) on
Technologies to Support Successful
Aging With Disability. Within its
designated priority research area, this
RERC will focus on innovative
technological solutions, new
knowledge, and new concepts that will
improve the lives of individuals with
disabilities.

Under this priority, the RERC must
research, develop or identify, and
evaluate innovative technologies and

strategies that maximize the physical
and cognitive functioning of individuals
with long-term disabilities as they age.
This RERC must engage in research and
development activities to build a base of
evidence for the usability of, and cost-
effectiveness of home- and community-
based interactive technologies that are
intended to improve physical and
cognitive functioning of individuals
with disabilities as they age. This RERC
may develop and evaluate new
technologies, or identify and evaluate
existing or commercially available
technologies, or both, that are designed
to improve the physical and cognitive
outcomes of this population. In
addition, the RERC must facilitate
access to, and use of the low-cost, home-
and community-based interactive
technologies that improve the physical
and cognitive outcomes of individuals
with disabilities, through such means as
collaborating and communicating with
relevant stakeholders, providing
technical assistance, and promoting
technology transfer.

General RERC Requirements

Under this priority, the RERC must be
designed to contribute to the following
outcomes:

(1) Increased technical and scientific
knowledge relevant to its designated
priority research area. The RERC must
contribute to this outcome by
conducting high-quality, rigorous
research and development projects.

(2) Increased innovation in
technologies, products, environments,
performance guidelines, and monitoring
and assessment tools applicable to its
designated priority research area. The
RERC must contribute to this outcome
through the development and testing of
these innovations.

(3) Improved research capacity in its
designated priority research area. The
RERC must contribute to this outcome
by collaborating with the relevant
industry, professional associations,
institutions of higher education, health
care providers, or educators, as
appropriate.

(4) Improved usability and
accessibility of products and
environments in the RERC’s designated
priority research area. The RERC must
contribute to this outcome by
emphasizing the principles of universal
design in its product research and
development. For purposes of this
section, the term “universal design”
refers to the design of products and
environments to be usable by all people,
to the greatest extent possible, without
the need for adaptation or specialized
design.

(5) Improved awareness and
understanding of cutting-edge
developments in technologies within its
designated priority research area. The
RERC must contribute to this outcome
by identifying and communicating with
relevant stakeholders, including NIDRR;
individuals with disabilities and their
representatives; disability organizations;
service providers; professional journals;
manufacturers; and other interested
parties regarding trends and evolving
product concepts related to its
designated priority research area.

(6) Increased impact of research in the
designated priority research area. The
RERC must contribute to this outcome
by providing technical assistance to
relevant public and private
organizations, individuals with
disabilities, employers, and schools on
policies, guidelines, and standards
related to its designated priority
research area.

(7) Increased transfer of RERC-
developed technologies to the
marketplace. The RERC must contribute
to this outcome by developing and
implementing a plan for ensuring that
all technologies developed by the RERC
are made available to the public. The
technology transfer plan must be
developed in the first year of the project
period in consultation with the NIDRR-
funded Disability Rehabilitation
Research Project, Center on Knowledge
Translation for Technology Transfer.

In addition, the RERC must—

e Have the capability to design, build,
and test prototype devices and assist in
the technology transfer and knowledge
translation of successful solutions to
relevant production and service delivery
settings;

¢ Evaluate the efficacy and safety of
its new products, instrumentation, or
assistive devices;

e Provide as part of its proposal, and
then implement, a plan that describes
how it will include, as appropriate,
individuals with disabilities or their
representatives in all phases of its
activities, including research,
development, training, dissemination,
and evaluation;

e Provide as part of its proposal, and
then implement, a plan to disseminate
its research results to individuals with
disabilities and their representatives;
disability organizations; service
providers; professional journals;
manufacturers; and other interested
parties. In meeting this requirement,
each RERC may use a variety of
mechanisms to disseminate information,
including state-of-the-science
conferences, webinars, Web sites, and
other dissemination methods; and
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¢ Coordinate with relevant NIDRR-
funded projects, as identified through
consultation with the NIDRR project
officer.

Types of Priorities:

When inviting applications for a
competition using one or more
priorities, we designate the type of each
priority as absolute, competitive
preference, or invitational through a
notice in the Federal Register. The
effect of each type of priority follows:

Absolute priority: Under an absolute
priority, we consider only applications
that meet the priority (34 CFR
75.105(c)(3)).

Competitive preference priority:
Under a competitive preference priority,
we give competitive preference to an
application by (1) awarding additional
points, depending on the extent to
which the application meets the priority
(34 CFR 75.105(c)(2)(i)); or (2) selecting
an application that meets the priority
over an application of comparable merit
that does not meet the priority (34 CFR
75.105(c)(2)(ii)).

Invitational priority: Under an
invitational priority, we are particularly
interested in applications that meet the
priority. However, we do not give an
application that meets the priority a
preference over other applications (34
CFR 75.105(c)(1)).

This notice does not preclude us from
proposing additional priorities,
requirements, definitions, or selection
criteria, subject to meeting applicable
rulemaking requirements.

Note: This notice does not solicit
applications. In any year in which we choose
to use this priority, we invite applications
through a notice in the Federal Register.

Executive Orders 12866 and 13563

Regulatory Impact Analysis

Under Executive Order 12866, the
Secretary must determine whether this
regulatory action is “significant” and,
therefore, subject to the requirements of
the Executive order and subject to
review by the Office of Management and
Budget (OMB). Section 3(f) of Executive
Order 12866 defines a “significant
regulatory action” as an action likely to
result in a rule that may—

(1) Have an annual effect on the
economy of $100 million or more, or
adversely affect a sector of the economy,
productivity, competition, jobs, the
environment, public health or safety, or
State, local, or tribal governments or
communities in a material way (also
referred to as an “economically
significant” rule);

(2) Create serious inconsistency or
otherwise interfere with an action taken
or planned by another agency;

(3) Materially alter the budgetary
impacts of entitlement 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
stated in the Executive order.

This final regulatory action is not a
significant regulatory action subject to
review by OMB under section 3(f) of
Executive Order 12866.

We have also reviewed this final
regulatory action under Executive Order
13563, which supplements and
explicitly reaffirms the principles,
structures, and definitions governing
regulatory review established in
Executive Order 12866. To the extent
permitted by law, Executive Order
13563 requires that an agency—

(1) Propose or adopt regulations only
upon a reasoned determination that
their benefits justify their costs
(recognizing that some benefits and
costs are difficult to quantify);

(2) Tailor its regulations to impose the
least burden on society, consistent with
obtaining regulatory objectives and
taking into account—among other things
and to the extent practicable—the costs
of cumulative regulations;

(3) In choosing among alternative
regulatory approaches, select those
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity);

(4) To the extent feasible, specify
performance objectives, rather than the
behavior or manner of compliance a
regulated entity must adopt; and

(5) Identify and assess available
alternatives to direct regulation,
including economic incentives—such as
user fees or marketable permits—to
encourage the desired behavior, or
provide information that enables the
public to make choices.

Executive Order 13563 also requires
an agency ‘‘to use the best available
techniques to quantify anticipated
present and future benefits and costs as
accurately as possible.” The Office of
Information and Regulatory Affairs of
OMB has emphasized that these
techniques may include “identifying
changing future compliance costs that
might result from technological
innovation or anticipated behavioral
changes.”

We are issuing this final priority only
upon a reasoned determination that its
benefits justify its costs. In choosing
among alternative regulatory
approaches, we selected those
approaches that maximize net benefits.
Based on the analysis that follows, the

Department believes that this regulatory
action is consistent with the principles
in Executive Order 13563.

We also have determined that this
regulatory action does not unduly
interfere with State, local, and tribal
governments in the exercise of their
governmental functions.

In accordance with both Executive
orders, the Department has assessed the
potential costs and benefits, both
quantitative and qualitative, of this
regulatory action. The potential costs
are those resulting from statutory
requirements and those we have
determined as necessary for
administering the Department’s
programs and activities.

The benefits of the Disability and
Rehabilitation Research Projects and
Centers Program have been well
established over the years, as projects
similar to the one envisioned by the
final priority have been completed
successfully. Establishing a new RERC
based on the final priority will generate
new knowledge through research and
development and improve the lives of
individuals with disabilities. The new
RERC will generate, disseminate, and
promote the use of new information that
will improve the options for individuals
with disabilities to fully participate in
their communities.

Accessible Format: Individuals with
disabilities can obtain this document in
an accessible format (e.g., braille, large
print, audiotape, or compact disc) by
contacting the Grants and Contracts
Services Team, U.S. Department of
Education, 400 Maryland Avenue SW.,
room 5075, PCP, Washington, DC
20202-2550. Telephone: (202) 245—
7363. If you use a TDD or TTY, call the
FRS, toll free, at 1-800-877-8339.

Electronic Access to This Document:
The official version of this document is
the document published in the Federal
Register. Free Internet access to the
official edition of the Federal Register
and the Code of Federal Regulations is
available via the Federal Digital System
at: www.gpo.gov/fdsys. At this site you
can view this document, as well as all
other documents of this Department
published in the Federal Register, in
text or Adobe Portable Document
Format (PDF). To use PDF you must
have Adobe Acrobat Reader, which is
available free at the site.

You may also access documents of the
Department published in the Federal
Register by using the article search
feature at: www.federalregister.gov.
Specifically, through the advanced
search feature at this site, you can limit
your search to documents published by
the Department.
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Dated: June 14, 2013.
Michael K. Yudin,
Delegated the authority to perform the
functions and the duties of the Assistant
Secretary for Special Education and
Rehabilitative Services.
[FR Doc. 2013-14652 Filed 6-18—13; 8:45 am]
BILLING CODE 4000-01-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2012-0626; FRL-9391-2]
Acetamiprid; Pesticide Tolerances

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

SUMMARY: This regulation establishes
tolerances and modifies existing
tolerances for residues of acetamiprid in
or on multiple commodities which are
identified and discussed later in this
document. Interregional Research
Project Number 4 (IR—4) requested these
tolerances under the Federal Food,
Drug, and Cosmetic Act (FFDCA).
DATES: This regulation is effective June
19, 2013. Objections and requests for
hearings must be received on or before
August 19, 2013, and must be filed in
accordance with the instructions
provided in 40 CFR part 178 (see also
Unit I.C. of the SUPPLEMENTARY
INFORMATION).

ADDRESSES: The docket for this action,
identified by docket identification (ID)
number EPA-HQ-OPP-2012-0626, is
available at http://www.regulations.gov
or at the Office of Pesticide Programs
Regulatory Public Docket (OPP Docket)
in the Environmental Protection Agency
Docket Center (EPA/DC), EPA West
Bldg., Rm. 3334, 1301 Constitution Ave.
NW., Washington, DC 20460-0001. The
Public Reading Room is open from 8:30
a.m. to 4:30 p.m., Monday through
Friday, excluding legal holidays. The
telephone number for the Public
Reading Room is (202) 566—1744, and
the telephone number for the OPP
Docket is (703) 305—-5805. Please review
the visitor instructions and additional
information about the docket available
at http://www.epa.gov/dockets.

FOR FURTHER INFORMATION CONTACT:
Andrew Ertman, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave. NW., Washington,
DC 20460-0001; telephone number:
(703) 308—9367; email address:
ertman.andrew@epa.gov.

SUPPLEMENTARY INFORMATION:

I. General Information

A. Does this action apply to me?

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

e Crop production (NAICS code 111).

e Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

o Pesticide manufacturing (NAICS
code 32532).

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

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

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

Under FFDCA section 408(g), 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ—
OPP-2012-0626 in the subject line on
the first page of your submission. All
objections and requests for a hearing
must be in writing, and must be
received by the Hearing Clerk on or
before August 19, 2013. Addresses for
mail and hand delivery of objections
and hearing requests are provided in 40
CFR 178.25(b).

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing (excluding
any Confidential Business Information
(CBI)) for inclusion in the public docket.
Information not marked confidential
pursuant to 40 CFR part 2 may be
disclosed publicly by EPA without prior
notice. Submit the non-CBI copy of your
objection or hearing request, identified
by docket ID number EPA-HQ-OPP—
2012-0626, by one of the following
methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the online

instructions for submitting comments.
Do not submit electronically any
information you consider to be CBI or
other information whose disclosure is
restricted by statute.

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

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

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

II. Summary of Petitioned-For
Tolerance

In the Federal Register of February
27,2013 (78 FR 13295) (FRL—9380-2),
EPA issued a document pursuant to
FFDCA section 408(d)(3), 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 3E8147) by IR—4,
500 College Road East, Suite 201W.,
Princeton, NJ 08540. The petition
requested that 40 CFR 180.578 be
amended by establishing tolerances for
residues of the insecticide, acetamiprid,
(1E)-N-[(6-chloro-3-pyridinyl)methyl]-
N'-cyano-N-methylethanimidamide,
including its metabolites and
degradates, in or on corn, sweet, kernel
plus cob with husks removed at 0.01
ppm; corn, sweet, forage at 15 ppm; and
corn, sweet, stover at 30 ppm. The
petition also proposed increasing the
existing tolerances in fat, meat, and
meat byproducts of cattle, goat, horse,
and sheep, and milk. Tolerances in
cattle, goat, horse, and sheep meat are
proposed at 0.30 ppm; cattle, goat,
horse, and sheep fat at 0.20 ppm; cattle,
goat, horse, and sheep meat byproducts
at 0.70 ppm; and milk at 0.30 ppm. That
document referenced a summary of the
petition prepared by Nisso America
Incorporated, the registrant, which is
available in the docket, http://
www.regulations.gov.

In the Federal Register of September
28, 2012 (77 FR 59578) (FRL-9364-6),
EPA issued a document pursuant to
FFDCA section 408(d)(3), 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 2F8060) by
Nippon Soda Co., Ltd. ¢/o Nisso
America Inc., 88 Pine St., 14th F1., New
York, NY 10005. The petition requested
that 40 CFR 180.578 be amended by
increasing the existing tolerances for
residues of the insecticide, acetamiprid,
(1E)-N-[(6-chloro-3-pyridinyl)methyl]-
N’-cyano-N-methylethanimidamide,
including its metabolites and
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degradates, in or on the citrus fruit crop
group 10-10 at 1.0 ppm; and citrus,
dried pulp at 2.4 ppm. That document
referenced a summary of the petition
prepared by Nisso America
Incorporated, the registrant, which is
available in the docket, http://
www.regulations.gov.

There were no comments received in
response to either notice of filing.

Based upon review of the data
supporting the petition, EPA has
determined that the existing tolerance
for dried citrus pulp does not need to be
increased. The reason for these changes
is explained in Unit IV.C.

III. Aggregate Risk Assessment and
Determination of Safety

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

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

A. Toxicological Profile

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

Acetamiprid is moderately toxic in
acute lethality studies via the oral route
of exposure and is minimally toxic via
the dermal and inhalation routes of
exposure. It is not an eye or skin irritant,
nor is it a dermal sensitizer.
Acetamiprid does not appear to have
specific target organ toxicity.
Generalized toxicity was observed as
decreases in body weight, body weight
gain, food consumption and food
efficiency in all species tested.
Generalized liver effects were also
observed in mice and rats
(hepatocellular vacuolation in rats and
hepatocellular hypertrophy in mice and
rats); the effects were considered to be
adaptive. Other effects observed in the
oral studies include amyloidosis of
multiple organs in the mouse
oncogenicity study, tremors in high
dose females in the mouse subchronic
study, and microconcretions in the
kidney papilla and mammary
hyperplasia in the rat chronic/
oncogenicity study. No effects were
observed in a dermal toxicity study in
rabbits.

In the rat developmental study, fetal
shortening of the 13th rib was observed
in fetuses at the same dose level that
produced maternal effects (reduced
body weight and body weight gain and
increased liver weights). In the
developmental rabbit study, no
developmental effects were observed in
fetuses at doses that reduced maternal
body weight and food consumption. In
the reproduction study, decreased body
weight, body weight gain, and food
consumption were observed in parental
animals while significant reductions in
pup weights were seen in the offspring
in both generations. Also observed were
reduction in litter size, and viability and
weaning indices among F, offspring as
well as significant delays in the age to
attain vaginal opening and preputial
separation. In the developmental
neurotoxicity study, parental effects
were limited to decreased body weight
and body weight gains, while the
offspring effects noted were decreased
body weights and body weight gains,
decreased pre-weaning survival (post-
natal days (PNDs) 0—1), and decreased
maximum auditory startle response in
males on PNDs 20 and 60.

In the acute neurotoxicity study, male
and female rats displayed decreased
motor activity, tremors, walking and
posture abnormalities, dilated pupils,
coldness to the touch and decreased
grip strength and foot splay at the
highest dose tested (HDT). There was a
decrease in the auditory startle response
in male rats at the HDT in the
developmental neurotoxicity study;
additionally, tremors were noted in

female mice at the HDT in the
subchronic feeding study.

In four week immunotoxicity studies
performed in both sexes of rats and
mice, no effects on the immune system
were observed up to the highest dose,
although significant reductions in body
weight and body weight gain were noted
at that dose.

Based on acceptable carcinogenicity
studies in rats and mice, EPA has
determined that acetamiprid is “not
likely to be carcinogenic to humans.”
The classification is based on (1) the
absence of an increase in the incidence
of tumors in a mouse carcinogenicity
study; and (2) in a rat chronic/
carcinogenicity study, the absence of a
dose-response and the lack of a
statistically significant increase in the
mammary adenocarcinoma incidence by
pair-wise comparison of the mid- and
high- dose groups with the controls
(although the incidence exceeded the
historical control data from the same
laboratory, it was within the range of
values from the supplier). There was no
clear evidence of a mutagenic effect.
Acetamiprid tested positive as a
clastogen in an in vitro study but not in
an in vivo study.

Specific information on the studies
received and the nature of the adverse
effects caused by acetamiprid as well as
the no-observed-adverse-effect-level
(NOAEL) and the lowest-observed-
adverse-effect-level (LOAEL) from the
toxicity studies can be found at
http://www.regulations.gov in the
document titled ““Acetamiprid: Human
Health Risk Assessment for the New Use
on Sweet Corn and Increased Tolerance
on Citrus” on pages 27-32 in docket ID
number EPA-HQ-OPP-2012-0626.

B. Toxicological Points of Departure/
Levels of Concern

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

expected in a lifetime. For more
information on the general principles
EPA uses in risk characterization and a
complete description of the risk
assessment process, see http://

www.epa.gov/pesticides/factsheets/
riskassess.htm.

A summary of the toxicological
endpoints for acetamiprid used for
human risk assessment is shown in
Table 1 of this unit.

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

ASSESSMENT

Exposure/Scenario

Point of departure and
uncertainty/safety
factors

RfD, PAD, LOC for
risk assessment

Study and toxicological effects

Acute dietary (All populations)

Chronic dietary (All populations)

Short- and Intermediate-Term Incidental Oral
(1-30 days and 1-6 mo.).

Short- and Intermediate-term Dermal (1-30
days, 1-6 mo.).

Short- and Intermediate-term Inhalation (1-30
days, 1-6 mo.).

NOAEL = 10 mg/kg/ Acute RfD = 0.10 mg/

day. kg/day.
UFA = 10x aPAD = 0.10 mg/kg/
UFy = 10x day
FQPA SF = 1x

Chronic RfD = 0.071
mg/kg/day.

cPAD = 0.071 mg/kg/
day

NOAEL = 7.1 mg/kg/
day.

UFA = 10x

UFy = 10x

FQPA SF = 1x

NOAEL = 10 mg/kg/
day.

UFa = 10x

UFH = 10x

FQPA SF = 1x

Oral study NOAEL =
10 mg/kg/day der-
mal absorption rate
= 10%.

UFa = 10x

UFH = 10x

FQPA SF = 1x

Oral study NOAEL =
10 mg/kg/day (inha-
lation absorption
rate = 100%).

UFA = 10x
UFy = 10x
FQPA SF = 1x

LOC for MOE = 100 ...

LOC for MOE = 100 ...

LOC for MOE =100 ...

Co-critical studies
Neurotoxicity in rat.
LOAEL = 45 mg/kg/day based on decreased
early pup survival on PND 0-1, and de-
creased startle response on PND 20/60 in

males.

Acute Neurotoxicity Study in rat.

LOAEL = 30 mg/kg/day based on decreased
locomotor activity.

Chronic Toxicity/Oncogenicity Study in rats.

LOAEL = 17.5 mg/kg/day based on de-
creased body weight and body weight
gains in females and hepatocellular
vacuolation in males.

Developmental Neurotoxicity in rat.

LOAEL = 45 mg/kg/day based on decreased
body weight and body weight gains in off-
spring, decreased early pup survival on
PND 0-1, and decreased startle response
on PND 20/60 in males.

Developmental Neurotoxicity in rat.

LOAEL = 45 mg/kg/day based on decreased
body weight and body weight gains in off-
spring, decreased early pup survival on
PND 0-1, and decreased startle response
on PND 20/60 in males.

Developmental

Developmental Neurotoxicity in rat.

LOAEL = 45 mg/kg/day based on decreased
body weight and body weight gains in off-
spring, decreased early pup survival on
PND 0-1, and decreased startle response
on PND 20/60 in males.

FQPA SF = Food Quality Protection Act Safety Factor. LOAEL = lowest-observed-adverse-effect-level. LOC = level of concern. mg/kg/day =
milligram/kilogram/day. MOE = margin of exposure. NOAEL = no-observed-adverse-effect-level. PAD = population adjusted dose (a = acute, ¢ =
chronic). RfD = reference dose. UF = uncertainty factor. UF5 = extrapolation from animal to human (interspecies). UFy = potential variation in
sensitivity among members of the human population (intraspecies).

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to acetamiprid, EPA
considered exposure under the
petitioned-for tolerances as well as all
existing acetamiprid tolerances in 40
CFR 180.578. EPA assessed dietary
exposures from acetamiprid in food as
follows:

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

dietary exposure, EPA used food
consumption information from the
2003-2008 U.S. Department of
Agriculture’s (USDA’s) National Health
and Nutrition Examination Survey,
What We Eat in America, (NHANES/
WWEIA). As to residue levels in food,
EPA assumed 100 percent crop treated
(PCT) and tolerance level residues in the
assessment. Empirical processing factors
were used for processed commodities
unless such data were not available, in
which case DEEM default processing
factors from Version 7.81 were used.

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used the food consumption data
from the 2003-2008 USDA NHANES/
WWEIA. As to residue levels in food,

EPA assumed 100 PCT and tolerance
level residues in the assessment.
Empirical processing factors were used
for processed commodities unless such
data were not available, in which case
DEEM default processing factors from
Version 7.81 were used.

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

iv. Anticipated residue and PCT
information. EPA did not use
anticipated residue and/or PCT
information in the dietary assessment
for acetamiprid. Tolerance level
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residues and/or 100 PCT were assumed
for all food commodities.

2. Dietary exposure from drinking
water. The Agency used screening level
water exposure models in the dietary
exposure analysis and risk assessment
for acetamiprid in drinking water. These
simulation models take into account
data on the physical, chemical, and fate/
transport characteristics of acetamiprid.
Further information regarding EPA
drinking water models used in pesticide
exposure assessment can be found at
http://www.epa.gov/oppefed1/models/
water/index.htm.

Based on the First Index Reservoir
Screening Tool (FIRST) and Screening
Concentration in Ground Water (SCI-
GROW) models, the estimated drinking
water concentrations (EDWCs) of
acetamiprid for acute exposures are
estimated to be 95.2 parts per billion
(ppb) for surface water and 0.035 ppb
for ground water and for chronic
exposures are estimated to be 26.6 ppb
for surface water and 0.035 ppb for
ground water.

Modeled estimates of drinking water
concentrations were directly entered
into the dietary exposure model. For
acute dietary risk assessment, the water
concentration value of 95.2 ppb was
used to assess the contribution to
drinking water. For chronic dietary risk
assessment, the water concentration of
value 26.6 ppb was used to assess the
contribution to drinking water.

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

Acetamiprid is currently registered for
the following uses that could result in
residential exposures: Indoor and
outdoor residential settings, including
crack and crevice and mattress
treatments. EPA assessed residential
exposure using the following
assumptions: Exposure for adults (from
short-term dermal and inhalation
exposure) applying crack and crevice
and mattress treatments; and post-
application exposure for adults (from
short- and intermediate-term dermal
and inhalation exposure) and for
children 3-6 years old (from short- and
intermediate-term dermal, inhalation
and hand-to-mouth exposure) following
crack and crevice and mattress
treatments.

In the previous risk assessment for
acetamiprid, EPA had concluded that a
subchronic inhalation study was
required, and an additional 10X FQPA
factor was retained as a database
uncertainty factor, which raised the

LOC to 1,000 for inhalation scenarios.
Because the LOC values were different
(i.e. dermal and oral LOC = 100, while
inhalation LOC = 1,000) the respective
risk estimates were combined using the
aggregate risk index (ARI) approach.
Since then, however, this conclusion
was reevaluated based on a request from
the registrant, and EPA has now
concluded that this study is not
required. Please refer to section D.3.i for
further details on this inhalation study
requirement conclusion. Therefore, the
risk estimates utilize the combined MOE
approach, as opposed to the ARI
approach.

Further information regarding EPA
standard assumptions and generic
inputs for residential exposures may be
found at http://www.epa.gov/pesticides/
trac/science/trac6a05.pdf.

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

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

D. Safety Factor for Infants and
Children

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

2. Prenatal and postnatal sensitivity.
The pre- and postnatal toxicology
database for acetamiprid includes rat
and rabbit developmental toxicity
studies, a 2-generation reproduction
toxicity study in rats, and a DNT study
in rats. There was no evidence of
quantitative or qualitative susceptibility
of rat or rabbit fetuses following in utero
exposure to acetamiprid in the
developmental toxicity studies.
However, both the developmental
neurotoxicity and 2-generation
reproduction studies showed an
increase in qualitative susceptibility of
pups to acetamiprid. Effects in pups in
the reproduction study included delays
in preputial separation and vaginal
opening, as well as reduced litter size,
decreased pup viability and weaning
indices; offspring effects observed in the
developmental neurotoxicity study
included decreased body weight and
body weight gains, decreased pup
viability and decreased maximum
auditory startle response in males.
These effects were seen in the presence
of less severe maternal toxicity
(decreased body weight and body
weight gain). No evidence of increased
quantitative susceptibility was observed
in the studies.

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

i. The toxicology data base is
complete and acceptable guideline
studies for developmental, reproductive
toxicity, neurotoxicity (including DNT)
and immunotoxicity are available.

In determining the need for a
subchronic inhalation study, EPA’s
weight of evidence decision process
included both hazard and exposure
considerations as well as incorporation
of a presumed 10X Database Uncertainty
Factor (UFdb) for the lack of this study.
Thus, the Agency’s Level of Concern in
the weight of the evidence evaluation
for inhalation exposure risk assessment
is a Margin of Exposure (MOE) of 1,000,
which includes the 10X inter-species
extrapolation factor, 10X intra-species
variation factor, and the 10X UFdb. The
Agency had previously determined that
the required 21/28-day inhalation study
in rats was needed to address data
uncertainties related to potential
inhalation risk primarily associated
with occupational exposure, which
presented the scenarios with the highest
potential inhalation exposure. After
reconsideration, EPA has determined
that the inhalation study is no longer
required, primarily because exposure
levels are expected to be lower than
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previously anticipated, and residential
exposures are expected to be very low.
In fact, for residential, non-dietary
exposures, the use of an oral Point of
Departure (POD) resulted in MOEs
higher than the LOC of 1,000. This
indicates that the lack of an inhalation
study does not reduce the overall
confidence in the risk assessment or
result in an uncertainty (i.e., the study
will not provide a POD sufficiently low
to result in a risk of concern).
Additionally, in the case of acetamiprid,
the oral POD is based on a very sensitive
endpoint (effects in rat pups) seen in a
developmental neurotoxicity study.
Therefore, there is high confidence that
the Agency is not underestimating risks
in the absence of this study. Because
EPA’s decision to waive the study
essentially incorporates an additional
10X UFdb (i.e. the study was only
waived because risks were at least 10X
lower than required by use of the inter-
and intraspecies safety factors), a second
additional 10X FQPA SF is not being
retained for the protection of infants and
children.

ii. Acetamiprid produced signs of
neurotoxicity in the high dose groups in
the acute and developmental
neurotoxicity studies in rats and the
subchronic toxicity study in mice.
However, no neurotoxic findings were
reported in the subchronic neurotoxicity
study in rats. Additionally, there are
clear NOAELs identified for the effects
observed in the toxicity studies. The
doses and endpoints selected for risk
assessment are protective and account
for all toxicological effects observed in
the database.

iii. No quantitative or qualitative
evidence of increased susceptibility of
fetuses to in utero exposure to
acetamiprid was observed in either the
developmental toxicity study in rats or
rabbits. Although increased qualitative
susceptibility was seen in the
reproduction toxicity and the DNT
study, the degree of concern for the
effects is low. There are clear NOAELSs
for the offspring effects and regulatory
doses were selected to be protective of
these effects. No other residual
uncertainties were identified with
respect to susceptibility. The endpoints
and doses selected for acetamiprid are
protective of adverse effects in both
offspring and adults.

iv. The exposure databases (dietary
food, drinking water, and residential)
are complete and the risk assessment for
each potential exposure scenario
includes all metabolites and/or
degradates of concern and does not
underestimate the potential risk to
infants or children. The dietary
exposure assessments were based on

tolerance level residues and assumed
100 PCT. Empirical processing factors
were used for processed commodities
unless such data were not available, in
which case the Dietary Exposure
Evaluation Model (DEEM) default
processing factors were used. EPA made
conservative (protective) assumptions in
the ground water and surface water
modeling used to assess exposure to
acetamiprid in drinking water. EPA
used similarly conservative assumptions
to assess postapplication exposure of
children as well as incidental oral
exposure of toddlers. These assessments
will not underestimate the exposure and
risks posed by acetamiprid.

E. Aggregate Risks and Determination of
Safety

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

1. Acute risk. Using the exposure
assumptions discussed in this unit for
acute exposure, the acute dietary
exposure from food and water to
acetamiprid will occupy 68% of the
aPAD for children 1-2 years old, the
population group receiving the greatest
exposure.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that chronic exposure to acetamiprid
from food and water will utilize 60% of
the cPAD for children 1-2 years old, the
population group receiving the greatest
exposure. Based on the explanation in
Unit III.C.3., regarding residential use
patterns, chronic residential exposure to
residues of acetamiprid is not expected.

3. Short- and intermediate-term risk.
Short- and intermediate-term aggregate
exposure takes into account short- and
intermediate-term residential exposure
plus chronic exposure to food and water
(considered to be a background
exposure level). Acetamiprid is
currently registered for uses that could
result in short- and intermediate-term
residential exposure, and the Agency
has determined that it is appropriate to
aggregate chronic exposure through food
and water with short- and intermediate-
term residential exposures to
acetamiprid.

Using the exposure assumptions
described in this unit for short- and

intermediate-term exposures, EPA has
concluded the combined short- and
intermediate-term food, water, and
residential exposures result in aggregate
MOE:s of 330 for adults and 120 for
children. Because EPA’s level of
concern for acetamiprid is an MOE of
100 or below, these MOEs are not of
concern.

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

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

IV. Other Considerations
A. Analytical Enforcement Methodology

Adequate enforcement methodology
Liquid chromotagraphy with tandem
mass spectrometry (LC-MS/MS),
Method #KP-216R0 and its variant
#KP-216R1 is available to enforce the
tolerance expression. The method may
be requested from: Chief, Analytical
Chemistry Branch, Environmental
Science Center, 701 Mapes Rd., Ft.
Meade, MD 20755-5350; telephone
number: (410) 305—2905; email address:
residuemethods@epa.gov.

B. International Residue Limits

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

There are currently no established
Codex MRLs for acetamiprid on sweet
corn. There are Codex MRLs on
livestock commodities, with the revised
livestock tolerances for the U.S. being
higher than the Codex values. Given the
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revised use pattern including sweet
corn, these higher U.S. livestock
commodity tolerances are warranted.
However, this is not considered to be a
significant trade irritant, as livestock
commodities are rarely shipped
internationally. With the citrus (crop
group 10-10) tolerance increase to 1.0
ppm, the U.S. will be harmonized with
Codex MRLs.

C. Revisions to Petitioned-For
Tolerances

For citrus, dried pulp, based on a
review of the residue data, the Agency
has determined that a revised citrus
pulp tolerance is not needed and that
the existing tolerance of 1.2 ppm is
adequate.

V. Conclusion

Therefore, tolerances are established
for residues of acetamiprid, (1E)-N-[(6-
chloro-3-pyridinyl)methyl]-N'-cyano-N-
methylethanimidamide, including its
metabolites and degradates, in or on
corn, sweet, forage at 15 ppm; corn,
sweet, kernel plus cob with husks
removed at 0.01 ppm; and corn, sweet,
stover at 30 ppm. In addition, existing
tolerances are increased as follows:
Cattle, fat at 0.20 ppm; cattle, meat at
0.30 ppm; cattle, meat byproducts at
0.70 ppm; fruit, citrus, group 10-10 at
1.0 ppm; goat, fat at 0.20 ppm; goat,
meat at 0.30 ppm; goat, meat byproducts
at 0.70 ppm; horse, fat at 0.20 ppm;
horse, meat at 0.30 ppm; horse, meat
byproducts at 0.70 ppm; milk at 0.30
ppm; and sheep, fat at 0.20 ppm; sheep,
meat at 0.30 ppm; sheep, meat
byproducts at 0.70 ppm.

VI. Statutory and Executive Order
Reviews

This final rule establishes tolerances
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled “Regulatory
Planning and Review” (58 FR 51735,
October 4, 1993). Because this final rule
has been exempted from review under
Executive Order 12866, this final rule is
not subject to Executive Order 13211,
entitled “Actions Concerning
Regulations That Significantly Affect
Energy Supply, Distribution, or Use” (66
FR 28355, May 22, 2001) or Executive
Order 13045, entitled “Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997). This final rule does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA) (44
U.S.C. 3501 et seq.), nor does it require

any special considerations under
Executive Order 12898, entitled
“Federal Actions to Address
Environmental Justice in Minority
Populations and Low-Income
Populations” (59 FR 7629, February 16,
1994).

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

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or tribes,
nor does this action alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of FFDCA section 408(n)(4). As such,
the Agency has determined that this
action will not have a substantial direct
effect on States or tribal governments,
on the relationship between the national
government and the States or tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
“Federalism” (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled “Consultation and Coordination
with Indian Tribal Governments” (65 FR
67249, November 9, 2000) do not apply
to this final rule. In addition, this final
rule does not impose any enforceable
duty or contain any unfunded mandate
as described under Title II of the
Unfunded Mandates Reform Act of 1995
(UMRA) (2 U.S.C. 1501 et seq.).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA) (15 U.S.C. 272 note).

VII. Congressional Review Act

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

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides

and pests, Reporting and recordkeeping
requirements.

Dated: June 13, 2013.
Lois Rossi,
Director, Registration Division, Office of
Pesticide Programs.

Therefore, 40 CFR part 180 is
amended as follows:

PART 180—[AMENDED]

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

Authority: 21 U.S.C. 321(q), 346a and 371.
m 2. Section 180.578 is amended as
follows:

m i. In paragraph (a)(1), add
alphabetically the commodities “corn,
sweet, kernel plus cob with husks
removed,” “corn, sweet, forage,” “‘corn,
sweet, stover” to the table; and revise
the entry for ““fruit, citrus, group 10—
10",

m ii. In paragraph (a)(2), revise the
entries for and ““cattle, fat”, “cattle,
meat”, “cattle, meat byproducts”; goat,
fat”, “‘goat, meat”, “‘goat, meat
byproducts”’; “horse, fat”, “horse,
meat”, “horse, meat byproducts”;
“milk”; and “‘sheep, fat”, “‘sheep, meat”,
and “‘sheep, meat byproducts”.

The additions and revisions read as
follows:

§180.578 Acetamiprid; tolerances for
residues.

(@@ = *
: Parts per
Commodity million

Corn, sweet, kernel plus cob

with husks removed .......... 0.01
Corn, sweet, forage 15
Corn, sweet, stover 30
Fruit, citrus, group 10-10 ..... 1.0

(@) * = *

: Parts per
Commodity million

Cattle, fat .....ccceeveeeeeiieenene. 0.20
Cattle, meat ......ccccoeeevreeenen. 0.30
Cattle, meat byproducts ....... 0.70
Goat, fat ...... 0.20
Goat, meat .......cccceeveeenne 0.30
Goat, meat byproducts ......... 0.70
Horse, fat .....ccccoeeevvveeeeeenennn, 0.20
Horse, meat .......ccccoeceeeeneen. 0.30
Horse, meat byproducts ....... 0.70
MIlK e 0.30
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: Parts per
Commodity million
Sheep, fat ....ccooveevcieeieees 0.20
Sheep, meat ........cccceeeenee. 0.30
Sheep, meat byproducts ...... 0.70

* * * * *

[FR Doc. 2013-14653 Filed 6-18—13; 8:45 am|
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2011-0780; FRL—9389-9]
Triforine, Pesticide Tolerances;
Technical Correction

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Correcting amendments.

SUMMARY: EPA issued a final rule in the
Federal Register of May 29, 2013,
concerning tolerances for triforine on
blueberry and tomato. This document
corrects a typographical error to the
section number.

DATES: This final rule correction is
effective June 19, 2013.

ADDRESSES: The docket for this action,
identified by docket identification (ID)
number EPA-HQ-OPP-2011-0780, is
available at http://www.regulations.gov
or at the Office of Pesticide Programs
Regulatory Public Docket (OPP Docket)
in the Environmental Protection Agency
Docket Center (EPA/DC), EPA West
Bldg., Rm. 3334, 1301 Constitution Ave.
NW., Washington, DC 20460—0001. The
Public Reading Room is open from 8:30
a.m. to 4:30 p.m., Monday through
Friday, excluding legal holidays. The
telephone number for the Public
Reading Room is (202) 566—1744, and
the telephone number for the OPP
Docket is (703) 305-5805. Please review
the visitor instructions and additional
information about the docket available
at http://www.epa.gov/dockets.

FOR FURTHER INFORMATION CONTACT:
Heather Garvie, Registration Division,
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave. NW., Washington DC
20460-0001; telephone number: (703)
308—0034; email address:
garvie.heather@epa.gov.

SUPPLEMENTARY INFORMATION:

I. Does this action apply to me?

The Agency included in the final rule
a list of those who may be potentially
affected by this action.

I1. What does this technical correction
do?

EPA is correcting the CFR section
number assigned to the pesticide
tolerance for triforine, which was
published in the Federal Register of
May 29, 2013 (78 FR 32146).
Specifically, EPA is changing the
section number from § 180.1321 to
§180.673 so that the pesticide tolerance
can be correctly placed in 40 CFR part
180, subpart C.

ITI. Why is this correction issued as a
final rule?

Section 553 of the Administrative
Procedure Act (APA) (5 U.S.C.
553(b)(3)(B)) provides that, when an
agency for good cause finds that notice
and public procedure are impracticable,
unnecessary, or contrary to the public
interest, the agency may issue a final
rule without providing notice and an
opportunity for public comment. EPA
has determined that there is good cause
for making this technical correction
final without prior proposal and
opportunity for comment, because this
is merely a change in section number
and is not a substantive change. EPA
finds that this constitutes good cause
under 5 U.S.C. 553(b)(3)(B).

IV. Do any of the statutory and
Executive Order reviews apply to this
action?

A discussion of statutory and
Executive Order Review was included
in the original document published on
May 29, 2013.

V. Congressional Review Act

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

List of Subjects in 40 CFR Part 180

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

Dated: June 7, 2013.
Daniel J Rosenblatt,
Acting Director, Registration Division, Office
of Pesticide Programs.

Therefore, 40 CFR part 180 is
corrected as follows:

PART 180—[AMENDED]

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

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

§180.1321

m 2. Section 180.1321 is redesignated as
§180.673, and transferred from subpart
D to subpart C.

[FR Doc. 2013-14495 Filed 6—-18-13; 8:45 am]
BILLING CODE 6560-50-P

[Redesignated]

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 5

[ET Docket No. 10-236 and 06-155; FCC
13-76]

Radio Experimentation and Market
Trials—Streamlining Rules

AGENCY: Federal Communications
Commission.

ACTION: Final rule.

SUMMARY: In this document the
Commission modifies on its own motion
the rules adopted in this proceeding
regarding transfer and assignment of
experimental licenses of its rules. Upon
reflection, the Commission found it in
the public interest to specifically
prohibit the transfer of program,
medical testing, and compliance testing
experimental radio licenses, while
continuing to permit conventional
experimental authorizations to be
transferred with the written approval of
the Commission. There is an
inconsistency between the adopted rule
and this prohibition, which is resolved
by clearly prohibiting such transfers. In
making this rule modification, it is
noted that the rules provide options for
entities to obtain an experimental
license to ensure continuation of all
experiments without lapse including
those being conducted under a program,
medical testing, and compliance testing
license. Thus, this action will result in
no harm to any qualified license
applicant or licensee.

DATES: This rule requires approval by
the Office of Management and Budget
(OMB) under the Paperwork Reduction
Act (PRA), and will become effective
after the Commission publishes a notice
in the Federal Register announcing
such approval and the relevant effective
date.

FOR FURTHER INFORMATION CONTACT:
Rodney Small, Office of Engineering
and Technology, 202—418-2452,
Rodney.Small@fcc.gov.



36678

Federal Register/Vol. 78, No. 118/ Wednesday, June 19, 2013 /Rules and Regulations

SUPPLEMENTARY INFORMATION: This is a
summary of the Commission’s Order on
Reconsideration, ET Docket No. 10-236
and 06—155, FCC 13-76, adopted May
28, 2013, and released May 29, 2013.
The full text of this document is
available for inspection and copying
during normal business hours in the
FCC Reference Center (Room CY-A257),
445 12th Street SW., Washington, DC
20554. The complete text of this
document also may be purchased from
the Commission’s copy contractor, Best
Copy and Printing, Inc., 445 12th Street
SW., Room CY-B402, Washington, DC
20554. The full text may also be
downloaded at: www.fcc.gov. People
with Disabilities: To request materials in
accessible formats for people with
disabilities (braille, large print,
electronic files, audio format), send an
email to fcc504@fcc.gov or call the
Consumer & Governmental Affairs
Bureau at 202—418-0530 (voice), 202—
418-0432 (tty).

Summary of Order on Recconsideration

1. In this Order, the Commaission
modifies on its own motion the rules
adopted in the Report and Order (R&O),
78 FR 25137, April 29, 2013, in this
proceeding regarding transfer and
assignment of experimental licenses
issued under Part 5 of its rules.

2. In the Notice of Proposed
Rulemaking (NPRM), 76 FR 6928,
February 8, 2011, in this proceeding, the
Comumission, inter alia, proposed to
establish research program, medical
program, and innovation zone program
Experimental Radio Service (ERS)
licenses to complement the existing
conventional experimental license. The
Commission also proposed to amend the
language of § 5.79 of the Commission’s
rules regarding ERS license transfers.
The proposed language modified the
title of the rule to specifically refer to
conventional experimental licenses and
preserved the core component of the
rule by continuing to prohibit the
transfer of such licenses, unless the
Commission approves in writing such a
transfer. The proposed rule did not
address transfers of the proposed
program licenses. No comments were
received on this proposal.

3. In the R&O, the Commission
authorized three new types of ERS
licenses, but modified the proposal set
forth in the NPRM by classifying those
licenses as program, medical testing,
and compliance testing. The
Commission also adopted the body of
proposed §5.79, but included the three
new types of ERS licenses—in addition
to conventional licenses—in the section
heading. Thus, the R&O implies that,
under amended §5.79, the transfer of

any type of ERS license is permitted
with the written approval of the
Commission.

4. Upon reflection, the Commission
finds it in the public interest to modify
§5.79 to specifically prohibit the
transfer of program, medical testing, and
compliance testing experimental radio
licenses, while continuing to permit
conventional experimental
authorizations to be transferred with the
written approval of the Commission. As
an initial matter, the Commission
observes that the text of the R&°O stated
that the Commission would prohibit the
transfer of compliance testing licenses.
Thus, in this respect, there is an
inconsistency between the adopted rule
and this prohibition, which should be
resolved by clearly prohibiting such
transfers.

5. The Commission concluded that,
based on the nature of the program,
medical testing, and compliance
licenses, transfer of these licenses
should not be permitted. These new
ERS licenses, which afford some
important advantages relative to the
conventional ERS license—including
significantly more flexibility to
undertake a broad range of experiments
under a single authorization—also
impose additional requirements on
applicants of these new licenses,
requirements that reflect that these
licenses are more tailored to the unique
characteristics of the particular licensed
entity than is the case with conventional
experimental licenses. For example,
unlike the eligibility requirements for
conventional licenses, which require
only that licensees be “qualified to
conduct the types of operations
permitted in § 5.3 of this part. . . ,
these new ERS licenses are limited to
specialized organizations and
institutions. Specifically, program
experimental licenses are available only
to “colleges, universities, research
laboratories, manufacturers of radio
frequency equipment, manufacturers
that integrate radio frequency
equipment into their end products, and
medical research institutions;” medical
testing licenses are available only to
“hospitals and health care institutions
that demonstrate expertise in testing
and operation of experimental medical
devices that use wireless
telecommunications technology or
communications functions in clinical
trials for diagnosis, treatment, or patient
monitoring;” and compliance testing
licenses are available only to
‘“laboratories recognized by the FCC
under subpart J of this chapter to
perform (i) product testing of radio
frequency equipment, and (ii) testing of
radio frequency equipment in an Open

’

Area Test Site.” Program and medical
testing licensees must also meet
additional requirements concerning
responsible party, public notification,
and safety of the public to ensure that
harmful interference to other licensed
radio services is not caused by program
and medical testing experiments. These
factors necessitate a greater level of
review of the specific attributes of the
applicant and the details of the
experimentation plans than the
Commission undertakes when
evaluating applications pertaining to a
conventional license, and much of this
additional information is not normally
provided on a transfer application.
Thus, it would be difficult for the
Commission to ascertain if the
transferee has the necessary knowledge,
expertise, and internal controls required
by the rules without introducing
significant complexity to our existing
transfer process (comparable to that
required for initial licensing).

6. In addition, unlike a conventional
ERS license, which conveys a narrowly
defined right to operate a single
experiment in a specific frequency band
at specific locations, program and
medical testing licenses will convey
broad rights to operate multiple
experiments in a variety of frequency
bands at a single location under the
licensee’s control. It is only after the
license grant that the exact
characteristics of the experiment are
revealed via a publicly accessible web-
based registration system. In addition,
the rules require a minimum period of
10 days between the registration and the
commencement of the experiment for
public comment. Because a program and
medical testing license authorizes
ongoing experimentation only at
specified locations that the licensee
controls, a transfer of these licenses to
another party who would likely be at
another location is problematic and
could deprive interested parties who are
concerned about potential interference
of the ability to raise such concerns
prior to experimentation. Moreover,
compliance testing licenses convey
additional flexibility beyond that
provided for program and medical
testing licenses. Specifically, the
Commission notes that compliance
testing licenses may operate on any
frequency (including in restricted
bands) and are not subject to the web-
based prior notification requirement.
Therefore, it does not find that there
would be the same kind of significant
public benefit in allowing any of these
new licenses to be transferred as there
is under some circumstances for
conventional experimental licensees.
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Even with respect to conventional
licenses, the Commission finds it
prudent to permit license transfers only
in certain circumstances, such as where
the experimentation cannot be fruitfully
continued by the licensee; accordingly,
such transfers are not permitted without
written Commission approval.

7. Finally, the Commission notes that
there are practical options to ensure the
continuation of an experiment being
conducted under a program, medical
testing, or compliance testing license in
the event of a change in ownership or
control of the licensee. First, an
experimenter may obtain a conventional
license for the particular experiment.
Or, with advance planning, the new
owner, assuming it is duly qualified,
may apply for and obtain one of the new
licenses and complete the advance
registration requirement prior to taking
over the experimentation (either before
or after the change in ownership or
control of the licensee). And, as
indicated, if the Commission were to
allow assignments or transfers of these
new forms of experimental license, the
detail of the submissions and level of
scrutiny that would be required—due to
the nature of the operations conducted
under such licenses—would not differ
significantly from that which is required
for obtaining an initial license. Thus,
the Commission believes that modifying
the rule to explicitly prohibit transfer of
program, medical testing, and
compliance testing licenses will result
in no harm to any qualified license
applicant or licensee.

Regulatory Flexibility Certification

8. The Regulatory Flexibility Act
(RFA) 1 requires that agencies prepare a
regulatory flexibility analysis for notice-
and-comment rulemaking proceedings,
unless the agency certifies that “the rule
will not have a significant economic
impact on a substantial number of small
entities.” 2 The Commission hereby
certify that this rule revision will not
have a significant economic impact on
a substantial number of small entities
for the following two reasons: (1) The
action maintains the status quo for
conventional experimental licensees,
and (2) The Commission finds that
prohibiting the assignment or transfer of
program, medical testing, and
compliance testing licenses will have, at
most, a de minimis effect on small
entities, in light of the comparable

1See 5 U.S.C. 604. The RFA, see 5 U.S.C. 601 et
seq., has been amended by the Contract With
America Advancement Act of 1996, Public Law
104-121, 110 Stat. 847 (1996) (CWAAA). Title II of
the CWAAA is the Small Business Regulatory
Enforcement Fairness Act of 1996 (SBREFA).

2 See 5 U.S.C. 605(b).

alternatives available, as described in
paragraph 7 of the Order on
Reconsideration.

9. Indeed, no party provided any
comments indicating either that a bar on
such transactions would have any
adverse effects or that permitting such
transfers would provide any benefits.
The Commission will send a copy of
this Order, including this certification,
to the Chief Counsel for Advocacy of the
Small Business Administration.

Congressional Review Act

10. The Commission will send a copy
of this Order on Reconsideration in a
report to Congress and the Government
Accountability Office pursuant to the
Congressional Review Act, see 5 U.S.C.
801(a)(1)(A).

Ordering Clauses

11. Pursuant to sections 4(i), 301, and
303 of the Communications Act of 1934,
as amended, 47 U.S.C. 154(i), 301, and
303, and §§1.1 and 1.108 of the
Commission’s rules, 47 CFR 1.1 and
1.108, this Order on Reconsideration is
adopted.

12. Section 5.79 of the Commission’s
rules, 47 CFR is amended as set forth
below in the rule changes. Section 5.79
contains a modified information
collection requirement that requires
approval by the Office of Management
and Budget under the Paperwork
Reduction Act, and will become
effective after the Commission publishes
a notice in the Federal Register
announcing such approval and the
relevant effective date.

List of Subjects in 47 CFR Part 5

Radio, Reporting and recordkeeping
requirements.

Federal Communications Commission.
Gloria J. Miles,
Federal Register Liaison.

Rule Changes

For the reasons set forth in the
preamble the Federal Communications
Commission amends 47 CFR part 5 as
follows:

PART 5—EXPERIMENTAL RADIO
SERVICE

m 1. The authority citation for part 5
continues to read as follows:

Authority: Secs. 4, 302, 303, 307, 336 48
Stat. 1066, 1082, as amended; 47 U.S.C. 154,
302, 303, 307, 336. Interpret or apply sec.
301, 48 Stat. 1081, as amended; 47 U.S.C.
301.

m 2. Section 5.79 is revised to read as
follows:

§5.79 Transfer and assignment of station
authorization for conventional, program,
medical testing, and compliance testing
experimental radio licenses.

(a) A station authorization for a
conventional experimental radio
license, the frequencies authorized to be
used by the grantee of such
authorization, and the rights therein
granted by such authorization shall not
be transferred, assigned, or in any
manner either voluntarily or
involuntarily disposed of, unless the
Commission decides that such a transfer
is in the public interest and gives its
consent in writing.

(b) A station authorization for a
program, medical testing, or compliance
testing experimental radio license, the
frequencies authorized to be used by the
grantees of such authorizations, and the
rights therein granted by such
authorizations shall not be transferred,
assigned, or in any manner either
voluntarily or involuntarily disposed of.

[FR Doc. 2013-13675 Filed 6—18—13; 8:45 am]
BILLING CODE 6712-01-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 52

[WC Docket Nos. 13-97, 04-36, 07—243, 10—
90; CC Docket Nos. 95-116, 01-92, 99-200;
FCC 13-51]

Petitions of Vonage Holdings Corp.
and TeleCommunications Systems,
Inc. for Limited Waiver Regarding
Access to Numbering Resources

AGENCY: Federal Communications
Commission.

ACTION: Final rule.

SUMMARY: In this document, the Federal
Communications Commission
(Commission) establishes a limited
technical trial of direct access to
numbers. Specifically, it grants Vonage
Holdings Corporation (Vonage) and
other interconnected VoIP providers
that have pending petitions for waiver
of the Commission’s rules and that meet
the terms and conditions outlined a
limited, conditional waiver to obtain a
small pool of telephone numbers
directly from the NANPA and/or the PA
for use in providing interconnected
VolIP services. We tailor this waiver to
test whether giving interconnected VoIP
providers direct access to numbers will
raise issues relating to number exhaust,
number porting, VoIP interconnection,
or intercarrier compensation, and if so,
how those issues may be efficiently
addressed. The trial, and the public
comment, will improve the
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Commission’s ability to adopt well-
crafted rules in this proceeding. In
addition, we grant a narrow waiver of
our rules to allow TeleCommunication
Systems, Inc. (TCS) direct access to
pseudo Automatic Number
Identification (p-ANI) codes for the
purpose of providing 911 and Enhanced
911 (E911) service. As discussed below,
this limited waiver will allow TCS,
which provides VoIP Positioning Center
service, to better ensure that emergency
calls are properly routed to trained
responders at public safety answering
points, or PSAPs.

DATES: Effective June 19, 2013, and is
applicable beginning April 18, 2013.
ADDRESSES: Federal Communications
Commission, 445 12th Street SW.,
Washington, DC 20554.

FOR FURTHER INFORMATION CONTACT:
Marilyn Jones, Wireline Competition
Bureau, Competition Policy Division,
(202) 418-1580, or send an email to
marilyn.jones@fcc.gov.

SUPPLEMENTARY INFORMATION: This is a
summary of the Commission’s Order in
WC Docket Nos. 13-97, 04-36, 07—243,
10-90 and CC Docket Nos. 95-116, 01—
92, 99-200, FCC 13-51, adopted and
released April 18, 2013. The full text of
this document is available for public
inspection during regular business
hours in the FCC Reference Information
Center, Portals II, 445 12th Street SW.,

Room CY-A257, Washington, DC 20554.

The document may also be purchased
from the Commission’s duplicating
contractor, Best Copy and Printing, Inc.,
445 12th Street SW., Room CY-B402,
Washington, DC 20554, telephone (800)
378-3160 or (202) 863—2893, facsimile
(202) 863-2898, or via the Internet at
http://www.bcpiweb.com. It is available
on the Commission’s Web site at
http://www.fcc.gov.

I. Order

1. In the Order, the Commission
establish a limited trial of direct access
to numbers. We grant Vonage and other
interconnected VoIP providers that have
pending petitions for waiver of
§52.15(g)(2)(i) of the Commission’s
rules, and that meet the terms and
conditions outlined below, a time-
limited waiver, subject to a number of
conditions and limitations, to obtain a
small pool of telephone numbers
directly from the administrators for use
in providing IP services, including VoIP
services, on a commercial basis to
residential and business customers.

2. We grant this waiver to permit us
to conduct a trial to help inform our
decision on whether, and if so how, the
Commission should amend the rules to
allow interconnected VoIP providers to

obtain telephone numbers directly.
During the trial, Vonage and other
participants will be subject to monthly
reporting requirements that will be
made public to provide an opportunity
for the state commissions, industry and
general public to comment. Moreover,
we make clear that providers
participating in the trial may be
required to return numbers to a LEC
partner if problems arise. With these
safeguards, and subject to the conditions
described below, we expect that the
narrowly tailored trial will provide
valuable technical insight for the
Commission to assess whether
amending our rules to provide direct
access to numbers routinely will raise
issues relating to number exhaust,
number porting, VoIP interconnection,
and intercarrier compensation, and if so,
how those issues may be efficiently
addressed. Within 45 days of
completion of the trial, the Bureau will
report to the Commission on the results
of the trial. The report will be placed in
the record and state commissions, the
industry and general public will have 30
days to provide comments on the report.

3. We limit this trial to VoIP providers
that have already sought waivers to
obtain direct access to numbers. With
the exception of Vonage, those
providers have not specifically
committed to comply with the terms or
conditions set forth below. The waiver
we grant is not a blanket waiver, as
Vonage and other VoIP providers
requested. Rather, it is circumscribed in
a variety of ways described herein. We
expect that we could obtain useful
information from a trial involving
additional VoIP providers, however. For
example, different providers might
highlight unique problems or develop
solutions to problems that would assist
us in crafting final rules. Therefore,
other interconnected VoIP providers
that have pending petitions for waiver
of § 52.15(g)(2)(i) of the Commission’s
rules may participate on the same terms
and conditions and proportionate scale
as Vonage so long as they file a proposal
with the Wireline Competition Bureau
and proceed on the same schedule as
Vonage does. There are a substantial
number of pending waiver requests,
which will give us adequate opportunity
to trial a variety of factual scenarios.
Because these petitions have been
pending for months or years, we believe
that all potentially interested providers
have had ample time to request a
waiver. We therefore limit this grant to
pending petitioners. Moreover, the
Commission has provided and received
comment on those waiver petitions.
Thus interested parties have had an

opportunity to comment about specific
petitioners. The Bureau may reject any
proposal from a provider that is “red-
lighted” by the Commission, is out of
compliance with any Commission
obligation to which it is subject, or is
otherwise determined to pose a risk to
consumers that is not outweighed by the
benefits of permitting the VoIP provider
to participate in the trial.

4. In the Order, we also grant TCS, a
provider of VPC service, a narrow
waiver to allow it to obtain p-ANI codes
directly from the RNA for the purpose
of providing 911 and E911 service, in
states where TCS is unable to obtain
certification because TCS has either
been denied certification or can
demonstrate that a state does not certify
VPC providers.

A. Access to Numbers Trial

1. Background

5. On March 5, 2005, Vonage filed a
petition requesting a waiver of
§52.15(g)(2)(i) of the Commission’s
rules so that it may obtain from the
numbering administrator telephone
numbers to use in deploying IP-enabled
services, including VoIP services, on a
commercial basis to residential and
business customers. Vonage requested a
waiver until the Commission adopts
final numbering rules in the IP-Enabled
Services proceeding and stated that it
would comply with the conditions the
Commission set forth in the SBCIS
Waiver Order. The Commission granted
the SBCIS waiver request subject to
compliance with (1) the Commission’s
number utilization and optimization
requirements, (2) numbering authority
delegated to the states, and (3) industry
guidelines and practices, including
filing NRUF Reports. The Commission
also required SBCIS to file requests for
numbers with the Commission and the
relevant state commission at least 30
days prior to requesting numbers from
the Administrators. Finally, the
Commission required SBCIS to comply
with the requirement in 47 CFR
52.15(g)(2)(ii) that it be capable of
providing service within 60 days of
activating the numbers it requests.

6. Vonage renewed its request on
March 8, 2011, noting that the
opportunities to provide consumers
with advanced features and services
continue to grow and maintaining that
its request is consistent with the
Commission’s approach to numbering
and porting obligations for
interconnected VoIP providers. On
November 11, 2011, Vonage
supplemented its request and offered to
satisfy additional conditions. See Letter
from Brita D. Strandberg, Counsel to
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Vonage Holdings Corp. to Marlene H.
Dortch, Secretary, Federal
Communications Commission (filed
Nov. 11, 2011) (Vonage Supplement).
Namely, it offered to maintain at least a
65 percent number utilization rate
across its telephone number inventory;
to offer IP interconnection to other
carriers and providers; to comply with
the Commission’s number
administration requirements and ensure
appropriate telephone number
management; and to provide the
Commission with a migration plan for
its transition to direct access to numbers
within 90 days of commencing the
migration, and every 90 days thereafter
for 18 months. On December 27, 2011,
the Bureau released a Public Notice
seeking to refresh the record on
Vonage’s petition and on pending
petitions for limited waiver of
§52.15(g)(2)(ii) filed by other parties.
Vonage filed several ex parte letters
explaining why it believes that granting
its petition would serve the public
interest and responding to commenters’
concerns about, inter alia, number
porting, interconnection, and
intercarrier compensation.

2. Discussion

7. We find that good cause exists to
grant Vonage and other interconnected
VolIP providers with pending petitions a
limited, conditional waiver of
§52.15(g)(2)(i) to permit them to obtain
telephone numbers directly from the
number administrator, subject to the
conditions set forth in the SBCIS Waiver
Order and various commitments
detailed below. The Commission
emphasizes that it is not deciding in this
Order whether VoIP is an information
service or a telecommunications service.

8. Several competitive LECs including
Bandwidth.Com, Voice Services, and
Level 3 Communications, LLC (“CLEC
Participants”) urge the Commission not
to grant a waiver or conduct a trial
concurrent with the rulemaking. They
assert that it is inappropriate to conduct
such a trial before the Commission has
made a finding that ““it is good policy
to provide numbers to non-carriers” or
has established rules that will protect
consumers and other companies. We
disagree. The record on access to
numbers contains questions on a host of
technical issues, and the trial we
establish here will provide critical
information as we consider the
questions raised in this Notice. Delaying
the trial until after the NPRM has been
completed would needlessly delay
resolution of these issues.

9. We tailor the trial to provide a
circumscribed and informative test case
that will allow the Commission to

identify any problems and create
industry-wide rules to address such
issues. We therefore limit the duration
and geographic scope of the trial. We
also impose on Vonage (and other
interconnected providers with pending
petitions) a number of conditions that
are similar to conditions we are
exploring in the rulemaking. These
conditions are thus designed not only to
protect the public interest but to
maximize the probative value of the trial
and help us identify the terms and
conditions under which we might
expand direct access to numbers.

10. Scope of Trial. We limit the scope
of the trial in several ways. We describe
below the limits as they apply to
Vonage. As described above, however,
other interconnected VoIP providers
with pending petitions may also
participate in the trial, provided they
comply with the terms below, including
filing proposal with the Wireline
Competition Bureau and proceeding on
the same schedule as Vonage does. The
Bureau may reject any proposal from a
provider that is “red-lighted”” by the
Commission, is out of compliance with
any Commission obligation to which it
is subject, or is otherwise determined to
pose a risk that is not outweighed by the
benefits of permitting the VoIP provider
to participate in the trial.

11. First, under the trial, Vonage may
obtain up to (1) twenty 1,000-blocks of
new numbers in pooling rate centers or
LATAsS, or (2) nineteen 1,000-blocks in
pooling rate centers or LATAs and one
10,000-block in a non-pooling rate
center or LATA. Vonage can use these
blocks of new numbers to sign up a new
customer that is changing providers or
to give a number to a customer does not
yet have a number. In addition, up to
125,000 numbers may be reassigned
from Vonage’s CLEGC partners directly to
Vonage. This will enable Vonage to test
porting processes for existing and new
customers, as well as trial the process
for assigning numbers to non-ported
customers. By design, these numerical
limits will also limit the geographic
scope of the trial for Vonage. Other
providers interested in participating in
the trial may obtain a quantity of
numbers proportionate to their overall
scale. Trial participants other than
Vonage may obtain direct access to
numbers to port up to five percent of
their interconnected VoIP service
customers as of the date of the release
of this order. The limits we impose on
Vonage represent less than 5 percent of
its existing numbers, and approximately
5 percent of its total subscribers. See
Vonage Holding Corp. Reports Fourth
Quarter and Full Year 2012 Results,
http://pr.vonage.com/

releasedetail.cfm?ReleaseID=739997
(last visited April 18, 2013); Letter from
Brita D. Strandberg, Counsel to Vonage
Holdings Corp., to Marlene H. Dortch,
Secretary, Federal Communications
Commission, CC Docket No. 99-200, at
5-6 (filed Nov. 11, 2011) (noting that
Vonage maintains at least 65%
utilization across its telephone number
inventory). All such providers may
obtain one 1,000- or 10,000-block of
numbers in one rate center (pooling or
non-pooling, respectively), and an
additional 1,000 block in a pooling rate
center for every 6,500 numbers that can
be ported (rounded down). That is, a
provider that may port in 5,000 numbers
may also obtain new numbers in one
rate center; a provider that may port in
10,000 numbers may obtain new
numbers in two rate centers; and a
provider that may port in 15,000
numbers may obtain new numbers in
three rate centers.

12. Second, Vonage must submit to
the Wireline Competition Bureau and
each relevant state commission a
numbering proposal within 30 days of
the release of this order. That proposal
must (1) Include a certification that
Vonage will comply with the terms and
conditions of this waiver, (2) identify
the rate centers or LATAs in which it
wishes to have numbers directly
assigned to it, and note how many
numbers in each rate center or LATA it
proposes to receive as new numbers and
how many it proposes to port in from
existing or new customers, and (3)
describe the phase-in process to
implement the trial. See Vonage
Supplement at 5-6; Vonage July 31 Ex
Parte Letter at 4—6 (committing, in
connection with its waiver request, to
provide a transition plan for migrating
customers to its own numbers within 90
days of commencing that migration and
every 90 days thereafter for 18 months).
The plans, as well as the reports, will be
available for public comment. Even if
the plans and reports contain
confidential information, interested
parties may review the information
pursuant to a Protective Order. The
proposal will be approved 30 days after
filing unless the Bureau finds that the
proposal does not comply with the
requirements of this Order. Vonage may
not request or obtain direct access to
numbers until its proposal is approved.

13. Third, the trial will remain in
effect for six months from the date when
Vonage receives Bureau approval of its
proposal to the Bureau. At the end of
that time, the trial will expire and
Vonage may not obtain direct access to
additional numbers under this time-
limited waiver. We note that the
expiration of the waiver alone does not
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require Vonage to return the numbers it
has received under the waiver. But the
Commission reserves the right to order
the return of such numbers.

14. Fourth, to permit states, the
public, and the Commission to monitor
the impact of the trial, Vonage must file
monthly reports beginning 60 days after
Vonage requests direct access to
numbers from a numbering
administrator. These reports must
include: (1) the total of new numbers
placed in service by Vonage; (2)
Vonage’s total number of port-in
requests (including existing Vonage
customers as well as newly won
customers), and the percentage of
successful ports-in; (3) the number of
requests to port out from Vonage a
number that it holds directly rather than
through a CLEC partner, and the
percentage of successful ports-out; (4)
the total number of routing failures,
along with the causes of those failures;
and (5) a description of any billing or
compensation disputes. These reports
will be public, and entered into the
record of the attached NPRM to provide
an opportunity for public comment.

15. We find that these limitations
appropriately balance our goal of
obtaining useful, real-world data
without prejudging the questions raised
above regarding industry-wide changes.
Finally, we establish safeguards in the
event the Commission has concerns that
Vonage’s actions during this trial are
inconsistent with our rules, policies, or
the conditions set forth herein.
Specifically, under such circumstances,
immediately upon a directive from the
Commission (or the Wireline
Competition Bureau) Vonage must make
arrangements to port to a carrier
numbering partner any numbers already
in use by customers, promptly and in a
manner that does not disrupt service to
consumers or other providers and to
return to the number administrators any
numbers not yet in use by customers.
For numbers already assigned to end
users, we require Vonage to port those
numbers to a carrier that can obtain
numbers directly from the
administrators.

16. Conditions of Trial. Vonage has
committed to comply with the
conditions the Commission set forth in
the SBCIS Waiver Order and to comply
with a number of additional
requirements intended to address
commenters’ concerns. The Commission
granted the SBCIS waiver request
subject to compliance with (1) the
Commission’s number utilization and
optimization requirements; (2)
numbering authority delegated to the
states; and (3) industry guidelines and
practices, including filing NRUF

Reports. The Commission also requires
SBCIS to file requests for numbers with
the Commission and the relevant state
commission at least 30 days prior to
requesting numbers from the
Administrators. Finally, the
Commission requires SBCIS to comply
with the requirement in 47 CFR
52.15(g)(2)(ii) that it be capable of
providing service within 60 days of
activating the numbers it requests. We
agree that these conditions will ensure
that the public interest is protected, and
will help test possible terms and
conditions that might attach to a rule
change. We therefore condition our trial
waiver of § 52.15(g)(2)(i) on Vonage’s
compliance with the following
requirements. Vonage must satisfy the
Commission’s number utilization and
optimization requirements and industry
guidelines and practices, including
abiding by the numbering authority
delegated to state commissions and
filing NRUF Reports. See 47 CFR Part
52. See 47 CFR 52.15(f)(6) (requiring
carriers to file NRUF reports). Requiring
Vonage to comply with numbering
requirements will help alleviate
concerns with numbering exhaust. For
example, the NRUF reporting
requirement will allow the Commission
to better monitor Vonage’s number
utilization. Most VoIP providers’
utilization information is embedded in
the NRUF data of the LEC from whom
it purchases a Primary Rate Interface
(PRI) line.

17. In addition to committing to
comply with the requirements of the
SBCIS Waiver Order, Vonage committed
to maintain at least 65 percent number
utilization across its telephone number
inventory; offer IP interconnection to
other carriers and providers; work to
ensure that its carrier partners comply
with applicable law, including
intercarrier compensation obligations;
and comply with the Commission’s
numbering requirements. We condition
Vonage’s limited waiver of
§52.15(g)(2)(i) on its adherence to these
commitments. This will help us assess
their benefit and efficacy as permanent
rules.

18. In addition to the above
conditions proposed by Vonage, some
state commissions recommended
additional conditions to ensure efficient
use of telephone numbers. We agree that
many of those conditions will help
protect the efficient use of valuable, and
limited, numbers, and will help our
assessment of whether and how to
modify our rules governing access to
numbers. Accordingly, we require
Vonage to comply with the following
conditions: (1) Provide the relevant
State commission with regulatory and

numbering contacts when it requests
numbers in that State; (2) consolidate
and report all numbers under its own
unique Operating Company Number
(OCN); (3) provide customers with the
ability to access all N11 numbers in use
in a State; and (4) maintain the original
rate center designation of all numbers in
its inventory. Maintaining the original
rate center designation is important in
order to facilitate number porting
requests. As noted above, Vonage is
required to comply with specific
reporting requirements regarding the
progress of the trial. In addition, we
invite parties to submit information
regarding the trial. We are particularly
interested in the experiences of
customers and service providers that are
directly affected by Vonage receiving
direct access to numbers. Commenters
should address any benefits or concerns
with the trial as well as the effectiveness
of the conditions. Upon completion of
the trial, the Bureau will report to the
Commission on the results of the trial.
The report will be placed in the record
and state commissions, the industry and
general public may comment on the
report. We will consider those
comments when we evaluate the trial
and develop rules with respect to
expanding access to numbers.

19. Pursuant to the parameters and
the conditions set forth herein, we find
that good cause exists to grant Vonage
a waiver of § 52.15(g)(2)(i) of the
Commission’s rules in order to conduct
a limited technical trial.

B. TCS Waiver Request

1. Background

20. On February 20, 2007, TCS filed
a petition requesting that the
Commission waive § 52.15(g)(2)(i) of our
rules and find that TCS, as a provider
of VPC service, is an eligible user of p-
ANI codes without having to
demonstrate that it is certified in all 50
states. See Petition of
TeleCommunicatons Systems, Inc. and
HBF Group, Inc. for Waiver of Part 52
of the Commission Rules, CC Docket No.
99-200 (filed Feb. 20, 2007) (TCS
Waiver). Although TCS filed jointly
with HBF, Intrado, Inc. acquired HBF in
April 2008. Therefore, we only address
the petition as it applies to TCS. On
April 21, 2008, TCS filed reply
comments, arguing that, although states
have an interest in p-ANI utilization,
state certification is not necessary to
protect those interests. Moreover, TCS
argues that if state CLEC certification is
required, then obtaining one state
certification should be adequate to
access p-ANI codes throughout the
country. TCS also argues that if some
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form of certification is required, it
should come from the Commission or a
national public safety organization.

21.In 2012, TCS refreshed the record
in this proceeding and announced that
it was certified as a competitive local
exchange carrier in 42 states and could
obtain p-ANI codes directly for use in
those states. However, TCS states that it
cannot obtain p-ANI codes in all states
due to state certification issues. TCS
lacks certification in Idaho, Colorado,
Wyoming, South Dakota, South
Carolina, West Virginia, Alaska, and the
District of Columbia, and has an open
application in Maine. TCS encountered
certification questions in Iowa, Illinois,
Ohio, and Arizona that directly related
to the inapplicability of CLEC
certification to VoIP Positioning
Services. Moreover, TCS notes that it
had to relinquish its inventory of p-ANI
codes to Neustar as part of the
Commission’s move to a permanent p-
ANI administrator. TCS thus cannot
obtain p-ANI codes in certain states, and
TCS asserts that this may result in
disruptions to E911 and homeland
security. It notes in particular that its
difficulty obtaining codes in South
Carolina “is currently causing a 911
routing disruption” in that state. TCS
states that, “because it is not [a] CLEC
certified in South Carolina and there is
not ‘central 911 authority’ in South
Carolina from which to secure a waiver,
[TCS] has been denied access to p-ANI
in this area. This places TCS’s
customers, and their end users, in
jeopardy.” TCS requests that the
Commission grant a waiver so that TCS
may obtain p-ANIs in states where TCS
is not certified.

2. Discussion

22. We grant TCS a limited waiver of
§52.15(g)(2)(i) of the Commission’s
rules so that it may obtain p-ANI codes
from the RNA in South Carolina and
other states where it cannot obtain
certification. TCS may show that it
cannot obtain state certification by
demonstrating that the state does not
certify VPC providers (it has already
done so in South Carolina). We grant
this limited waiver while the
Commission considers whether
§52.15(g)(2)(i) should be modified to
allow all providers of VPC service to
directly access p-ANI codes.

23. This waiver is limited in duration
and scope. It lasts only until the
Commission addresses whether to
modify § 52.15(g)(2)(i) of the rules to
allow all VPC providers direct access to
numbers, specifically p-ANI codes, for
the purpose of providing 911 and E911
service. The waiver applies only with
respect to states where TCS

demonstrates that it cannot obtain p-
ANI codes because it cannot obtain state
certification. For example, TCS could
provide the Commission with a denial
from a state commission with the reason
for denial being that the state does not
certify VPC providers, or a statement
from the state commission or its general
counsel that it does not certify VPC
providers. Upon such a showing, the
Bureau will notify the RNA that TCS
may directly access p-ANI codes in a
particular state. We will consider
broader relief, including options that
TCS proposed, in the rulemaking.
During the pendency of the rulemaking,
we find good cause to grant TCS a
limited waiver of § 52.15(g)(2)(i) of the
Commission’s rules so that it may obtain
p-ANIs in those states where it cannot
obtain certification.

II. Procedural Matters

A. Ex Parte Rules—Permit-but-Disclose

24. The proceeding this Notice
initiates shall be treated as a “‘permit-
but-disclose” proceeding in accordance
with the Commission’s ex parte rules.
See 47 CFR 1.1200 et seq. Persons
making ex parte presentations must file
a copy of any written presentation or a
memorandum summarizing any oral
presentation within two business days
after the presentation (unless a different
deadline applicable to the Sunshine
period applies). Persons making oral ex
parte presentations are reminded that
memoranda summarizing the
presentation must (1) list all persons
attending or otherwise participating in
the meeting at which the ex parte
presentation was made, and (2)
summarize all data presented and
arguments made during the
presentation. If the presentation
consisted in whole or in part of the
presentation of data or arguments
already reflected in the presenter’s
written comments, memoranda or other
filings in the proceeding, the presenter
may provide citations to such data or
arguments in his or her prior comments,
memoranda, or other filings (specifying
the relevant page and/or paragraph
numbers where such data or arguments
can be found) in lieu of summarizing
them in the memorandum. Documents
shown or given to Commission staff
during ex parte meetings are deemed to
be written ex parte presentations and
must be filed consistent with
§1.1206(b). In proceedings governed by
§ 1.49(f) or for which the Commission
has made available a method of
electronic filing, written ex parte
presentations and memoranda
summarizing oral ex parte
presentations, and all attachments

thereto, must be filed through the
electronic comment filing system
available for that proceeding, and must
be filed in their native format (e.g., .doc,
xml, .ppt, searchable .pdf). Participants
in this proceeding should familiarize
themselves with the Commission’s ex
parte rules.

B. Paperwork Reduction Analysis

25. This document does not contain
proposed information collection
requirements subject to the Paperwork
Reduction Act of 1995, Public Law 104—
13. In addition, therefore, it does not
contain any proposed information
collection burden for small business
concerns with fewer than 25 employees,
pursuant to the Small Business
Paperwork Relief Act of 2002, Public
Law 107-198, see 44 U.S.C. 3506(c)(4).

C. Congressional Review Act

26. The Commission will not send a
copy of this Order pursuant to the
Congressional Review Act, see 5 U.S.C.
801(a)(1)(A), because the adopted rules
are rules of particular applicability.

III. Ordering Clauses

27. It is ordered that, pursuant to the
authority contained in sections 1, 3, 4,
201-205, 251, and 303(r) of the
Communications Act of 1934, as
amended, 47 U.S.C. 151, 153, 154, 201—
205, 251, 303(r), the Petition of Vonage
Holdings Corp. for Limited Waiver of
§52.15(g)(2)(i) of the Commission’s
rules Regarding Access to Numbering
Resources; and the Petition of
TeleCommunication Systems, Inc. and
HBF Group, Inc. for Waiver of Part 52
of the Commission’s Rules are granted
to the extent set forth herein, and this
Order shall be effective upon release.

Federal Communications Commission.
Marlene H. Dortch,

Secretary.

[FR Doc. 2013—-13704 Filed 6—-18-13; 8:45 am]
BILLING CODE 6712-01-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 73

[MB Docket No. 12-84; RM—11627; DA 13-
1121]

Radio Broadcasting Services; Summit,
Mississippi

AGENCY: Federal Communications
Commission.

ACTION: Final rule.

SUMMARY: In this document, the Audio
Division, at the request of Bowen
Broadcasting, allots FM Channel 228A
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as a first local service at Summit,
Mississippi. To accommodate that
allotment, the Audio Division
reclassifies Station WQUE-FM, New
Orleans, Louisiana, to specify operation
on FM Channel 227C0 rather than FM
Channel 227C. With that
reclassification, Channel 228A can be
allotted at Summit, consistent with the
minimum distance separation
requirements of the Commission’s rules,
at coordinates 31-17-07 NL and 90-19—
10 WL, at a site 14.2 km (8.8 miles) east
of the community See Supplementary
Information infra.

DATES: Effective July 19, 2013.

FOR FURTHER INFORMATION CONTACT:
Deborah Dupont, Media Bureau, (202)
418-2180.

SUPPLEMENTARY INFORMATION: This is a
synopsis of the Commission’s Report
and Order, MB Docket No. 12—84,
adopted May 15, 2013, and released
May 17, 2013. The full text of this
Commission decision is available for
inspection and copying during normal
business hours in the FCC Information
Center, Portals II, 445 12th Street SW.,

Room CY-A257, Washington, DC 20554.

The complete text of this decision also
may be purchased from the
Commission’s duplicating contractor,
Best Copy and Printing, Inc., 445 12th
Street SW., Room CY-B402,
Washington, DC 20554, (800) 378-3160,
or via the company’s Web site,
www.bcpiweb.com. This document does
not contain proposed information
collection requirements subject to the
Paperwork Reduction Act of 1995,
Public Law 104-13. In addition,
therefore, it does not contain any
proposed information collection burden
“for small business concerns with fewer
than 25 employees,” pursuant to the
Small Business Paperwork Relief Act of

2002, Public Law 107-198, see 44 U.S.C.

3506 (c)(4). The Commission will send
a copy of this Report and Order in a
report to be sent to Congress and the
Government Accountability Office
pursuant to the Congressional Review
Act, see U.S.C. 801(a)(1)(A).

List of Subjects in 47 CFR Part 73

Radio, Radio broadcasting.

Federal Communications Commission.
Nazifa Sawez,

Assistant Chief, Audio Division, Media
Bureau.

For the reasons discussed in the
preamble, the Federal Communications
Commission amends 47 CFR part 73 as
follows:

PART 73—RADIO BROADCAST
SERVICES

m 1. The authority citation for part 73
continues to read as follows:

Authority: 47 U.S.C. 154, 303, 334, 336 and
339.

§73.202 [Amended]

m 2. Section 73.202(b), the Table of FM
Allotments under Mississippi, is
amended by adding Summit, Channel
228A.

[FR Doc. 2013-14600 Filed 6-18-13; 8:45 am]
BILLING CODE 6712-01-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 90

[WP Docket No. 07-100; PS Docket No. 06—
229; WT Docket No. 06-150; FCC 12-61]

4.9 GHz Band

AGENCY: Federal Communications
Commission.

ACTION: Correcting amendments.

SUMMARY: This document contains
corrections to the final regulations
(§90.1213(a)), which were published in
the Federal Register of Wednesday,
August 1, 2012 (77 FR 45503). The
regulations related to bandwidths of
certain frequencies.

DATES: Effective June 19, 2013.
ADDRESSES: Federal Communications
Commission, 445 12th Street SW.,
Washington, DC 20554.

FOR FURTHER INFORMATION CONTACT:
Thomas Eng, Policy and Licensing
Division, Public Safety and Homeland
Security Bureau, Federal
Communications Commission, 445 12th
Street SW., Washington, DC 20554, at
(202) 418-0019, TTY (202) 418-7233, or
via email at Thomas.Eng@fcc.gov.
SUPPLEMENTARY INFORMATION:

Background

The final regulations that are the
subject of these corrections are the band
plan for the 4940-4990 MHz band.
Section 90.1203(a) was amended to
change the bandwidth of Channel 14
from five megahertz to one megahertz.
The table in § 90.1203(a) was amended
to add a bandwidth column, which
assigned a bandwidth value to each
center frequency and channel number.

Need for Correction

The Federal Register at 77 FR 45507
inadvertently listed a value of “1” for
every entry in the bandwidth column of
the table in § 90.1213(a). This is

incorrect for certain channel numbers
because these bandwidths do not
conform to the preceding text. This
document corrects the final regulations
by revising this section to list
bandwidths of 5 megahertz for channel
numbers 6 through 13.

List of Subjects in 47 CFR Part 90

Communications equipment; Radio.

Federal Communications Commission.
Marlene H. Dortch,
Secretary.

Accordingly, 47 CFR part 90 is
corrected by making the following
correcting amendments:

PART 90—PRIVATE LAND MOBILE
RADIO SERVICES

m 1. The authority citation for part 90
continues to read as follows:

Authority: Sections 4(i), 11, 303(g), 303(z),
and 332(c)(7) of the Communications Act of
1934, as amended, 47 U.S.C. 154(i), 161,
303(g), 303(r), and 332(c)(7).

m 2. Section 90.1213 is amended by
revising paragraph (a) to read as follows:

§90.1213 Band plan.

(a) The following channel center
frequencies are permitted to be
aggregated for channel bandwidths of 5,
10, 15 or 20 MHz as described in
paragraph (b) of this section. Channel
numbers 1 through 5 and 14 through 18
are 1 MHz bandwidth channels, and
channel numbers 6 through 13 are 5
MHz bandwidth channels.

Czﬂt:r';g;e' Bandwidth Channel num-

(MHz) (MHz) bers
49405 ....... 1 1
49415 ....... 1 2
49425 ....... 1 3
49435 ....... 1 4
49445 ... 1 5
49475 ... 5 6
49525 ....... 5 7
49575 ....... 5 8
4962.5 ....... 5 9
4967.5 ....... 5 10
49725 ....... 5 11
49775 ... 5 12
49825 ....... 5 13
49855 ....... 1 14
4986.5 ....... 1 15
4987.5 ....... 1 16
49885 ....... 1 17
49895 ....... 1 18
* * * * *

[FR Doc. 2013-14593 Filed 6-18—13; 8:45 am]
BILLING CODE 6712-01-P
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DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 635
[Docket No. 130214139-3542-02]
RIN 0648-XC513

Atlantic Highly Migratory Species;
2013 Atlantic Bluefin Tuna Quota
Specifications

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

ACTION: Final rule; closure.

SUMMARY: NMFS establishes 2013 quota
specifications for the Atlantic bluefin
tuna (BFT) fishery and closes the
incidental Longline category northern
and southern area fisheries for large
medium and giant BFT for the
remainder of 2013. These actions are
necessary to implement binding
recommendations of the International
Commission for the Conservation of
Atlantic Tunas (ICCAT), as required by
the Atlantic Tunas Convention Act
(ATCA), and to achieve domestic
management objectives under the
Magnuson-Stevens Fishery
Conservation and Management Act
(Magnuson-Stevens Act). Under the
closure, fishing for, retaining,
possessing, or landing BFT in the
Longline category northern and
southern areas is prohibited for the
remainder of 2013. The Longline fishery
in the Northeast Distant gear restricted
area (NED) remains open at this time.
The closure is necessary to prevent
overharvest of the adjusted Longline
category subquotas as finalized in this
action.

DATES: The quota specifications are
effective June 25, 2013 through
December 31, 2013. The closure of the
Longline category northern and
southern area fisheries is effective 11:30
p-m., local time, June 25, 2013, through
December 31, 2013.

ADDRESSES: Supporting documents,
including a Supplemental
Environmental Assessment and the
Fishery Management Plans described
below may be downloaded from the
HMS Web site at www.nmfs.noaa.gov/
sfa/hms/. These documents also are
available by request to Sarah
McLaughlin at the telephone number
below.

FOR FURTHER INFORMATION CONTACT:
Sarah McLaughlin or Brad McHale,
978-281-9260.

SUPPLEMENTARY INFORMATION: Atlantic
bluefin tuna, bigeye tuna, albacore tuna,
yellowfin tuna, and skipjack tuna
(hereafter referred to as ““Atlantic
tunas”’) are managed under the dual
authority of the Magnuson-Stevens Act
and ATCA. As an active member of
ICCAT, the United States implements
binding ICCAT recommendations to
comply with this international treaty.
ATCA authorizes the Secretary of
Commerce (Secretary) to promulgate
regulations, as may be necessary and
appropriate to carry out ICCAT
recommendations. The authority to
issue regulations under the Magnuson-
Stevens Act and ATCA has been
delegated from the Secretary to the
Assistant Administrator for Fisheries,
NMFS.

Background

NMFS annually implements BFT
quota specifications to adjust the annual
U.S. baseline BFT quota to account for
any underharvest or overharvest of the
adjusted U.S. BFT quota from the prior
year.

In May 2011, NMFS prepared an
Environmental Assessment (EA)/
Regulatory Impact Review/Final
Regulatory Flexibility Analysis for a
final rule that: (1) Implemented and
allocated the U.S. BFT quota
recommended by ICCAT for 2011 and
for 2012 (ICCAT Recommendation 10—
03); (2) adjusted the 2011 U.S. quota and
subquotas to account for unharvested
2010 quota allowed to be carried
forward to 2011, and to account for a
portion of the estimated 2011 dead
discards up front; and (3) implemented
several other BFT management
measures (76 FR 39019, July 5, 2011). In
that final rule, NMFS implemented the
923.7-mt baseline quota consistent with
ICCAT Recommendation 10-03 and set
the domestic BFT fishing category
subquotas per the allocation percentages
established in the 2006 Consolidated
HMS FMP and implementing
regulations (71 FR 58058, October 2,
2006). The baseline quota and category
subquotas are codified and remain
effective until changed (for instance, if
any new ICCAT BFT Total Allowable
Catch (TAC) recommendation is
adopted).

At its 2012 annual meeting, ICCAT
recommended a one-year rollover of the
1,750-mt TAC as part of ICCAT
Recommendation 12-02—Supplemental
Recommendation by ICCAT concerning
the Western Atlantic Bluefin tuna
Rebuilding Program. This amount is
expected to allow for continued stock
growth under both the low and high
stock recruitment scenarios, considering
the 2012 ICCAT BFT stock assessment

results, which were not substantively
different than those of an assessment
that ICCAT conducted in 2010. The
annual U.S. baseline quota for 2013
continues to be 923.7 mt, and the
annual total U.S. quota, including 25 mt
to account for bycatch related to pelagic
longline fisheries in the NED, continues
to be 948.7 mt.

Although it is unnecessary to prepare
an EA for quota specifications alone (in
accordance with the approach described
in the 2006 Consolidated HMS FMP),
NMEFS has prepared a Supplemental EA
to present and analyze updated
information regarding the affected
environment, including information
from a 2012 ICCAT stock assessment for
BFT, among other things.

Until the final specifications for 2013
are effective, the existing BFT base
quotas continue to apply as codified.
(See Table 1, second column.) Although
the baseline quota is unchanged this
year because the 2012 ICCAT
recommendation included the same
TAC as the prior recommendation,
NMFS is carrying forward underharvest
from 2012, consistent with the 2006
Consolidated HMS FMP. Thus, this final
action adjusts the quota as appropriate
and allowable for the 2013 fishing year.
Further background information,
including the need for the 2013 BFT
quota specifications, was provided in
the preamble to the proposed rule (78
FR 21584, April 11, 2013) and is not
repeated here.

Changes From the Proposed Rule

NMFS determines the amount of BFT
quota actually available for the year by
adjusting the ICCAT-recommended
baseline BFT quota for overharvest or
underharvest from the previous fishing
year and any accounting for dead
discards. For the proposed rule, NMFS
used the 2011 estimate of 145.2 mt as a
proxy for potential 2013 dead discards,
because the BFT dead discard estimate
for 2012 was not yet available. In late
May 2013, the preliminary 2012 dead
discard estimate of 239.5 mt became
available from the NMFS Southeast
Fisheries Science Center. As anticipated
and explained to the public at the
proposed rule stage, NMFS is using the
more recent dead discard estimate in
this final rule because it is the best
available and most complete
information NMFS has regarding dead
discards.

Based on preliminary data available
as of May 31, 2013, BFT landings in
2012 totaled 713.2 mt. Adding the 2012
dead discard estimate (239.5 mt) results
in a preliminary 2012 total catch of
952.7 mt, which is 90.9 mt less than the
amount of quota (inclusive of dead
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discards) allowed under ICCAT
Recommendation 12-02 (948.7 mt plus
94.9 mt of 2011 underharvest carried
forward to 2012, totaling 1,043.6 mt).
Thus, the underharvest for 2012 is 90.9
mt. This amount is within the current
ICCAT limit on the amount of
underharvest that can be carried
forward to 2013, which is 10 percent of
a country’s total quota, and for the
United States is 94.9 mt.

As anticipated in the proposed rule,
NMEFS is accounting up front (i.e., at the
beginning of the fishing year) for half of
the expected dead discards for 2013,
using the best available estimate of dead
discards (now the 2012 estimate
received as of May 31, 2013), and
deducting that portion directly from the
Longline category subquota. This is the
same approach that NMFS took for the
final 2011 and 2012 BFT quota
specifications.

Regarding the unharvested 2012 BFT
quota, NMFS had proposed to carry 94.9
mt of available underharvest forward to
2013, and distribute half of that amount
to the Longline category and half to the
Reserve category. NMFS stated that any
necessary adjustments to the 2013
specifications would be made in the
final rule after considering updated
2012 landings information and the 2012
dead discard estimate. NMFS also stated
that it could allocate the amount carried
forward in another manner after
considering domestic management
needs for 2013.

Considering the best available
information regarding 2012 landings
and dead discards—as well as actual
2013 Longline category BFT landings to
date—NMFS is finalizing the 2013 BFT
specifications as follows. As shown in
the third column of Table 1, NMFS is
accounting for half of the 2012 dead
discard estimate of 239.5 mt (i.e., 119.75
mt) up front by deducting that portion
of estimated longline discards directly
from the baseline Longline category
subquota of 74.8 mt. If NMFS deducts
one half of the dead discard estimate
from the Longline category subquota
and provide half of the available
underharvest, the result is a 2013
adjusted Longline category subquota of

less than 1 mt (74.8 mt —119.75 mt +
45.45 mt = 0.5 mt). Therefore, NMFS
has decided in the final rule to add all
of the 2012 underharvest that can be
carried forward to 2013 (i.e., 90.9 mt) to
the Longline category (fourth column).
Thus, the adjusted Longline category
subquota would be 74.8 mt — 119.75 mt
+90.9 mt = 46 mt (not including the
separate 25-mt allocation for the
Northeast Distant gear restricted area).
In these specifications, NMFS is
balancing the need of the pelagic
longline fishery to continue fishing for
swordfish and Atlantic tunas with the
need of directed bluefin fisheries
participants to receive their base quota.

In the proposed rule, NMFS stated
that any necessary adjustments to the
2013 specifications would be made in
the final rule after considering updated
2012 landings information and the dead
discard estimate for 2012. NMFS
requested public comment and
consideration of the possibility that
deduction of half of the final estimate of
dead discards from the baseline
Longline category subquota could result
in little to no quota for the Longline
category for 2013 prior to application of
any available underharvest, as well as
the possibility that NMFS may close the
Longline category fishery to BFT
retention based on codified quotas and
account fully for landings to date in the
final specifications, as occurred in 2012
(see 78 FR 21584).

2013 Quota Specifications

In this final rule NMFS deducts half
of the 2012 dead discard estimate of
239.5 mt directly from the baseline
Longline category quota of 74.8 mt and
applies the full 90.9 mt allowed to be
carried forward to 2013 to the Longline
category. This action results in a 46-mt
adjusted Longline subquota, not
including the 25-mt allocation set aside
by ICCAT for the NED (i.e., 74.8
mt — 119.75 mt + 90.9 mt = 46 mt). For
the directed fishing categories (i.e., the
Angling, General, Harpoon, Purse Seine
categories), as well as the Trap and
Reserve categories, NMFS maintains the
codified baseline BFT quotas and
subquotas that were established in July

2011 (76 FR 39019, July 5, 2011), as
proposed.

Thus, in accordance with ICCAT
Recommendation 12—02, the domestic
category allocations established in the
2006 Consolidated HMS FMP, and
regulations regarding annual
adjustments at 50 CFR 635.27(a)(10),
NMFS establishes BFT quota
specifications for the 2013 fishing year
as follows, and as shown in the fifth
column of Table 1: General category—
435.1 mt; Harpoon category—36 mt;
Purse Seine category—171.8 mt;
Angling category—182 mt; Longline
category—46 mt; and Trap category—0.9
mt. The Longline category quota of 46
mt is subdivided as follows: 18.4 mt to
pelagic longline vessels landing BFT
north of 31° N. latitude, and 27.6 mt to
pelagic longline vessels landing BFT
south of 31° N. latitude. NMFS accounts
for landings under the 25-mt NED
allocation separately from other
Longline category landings. The amount
allocated to the Reserve category for
inseason adjustments, scientific
research collection, potential
overharvest in any category except the
Purse Seine category, and potential
quota transfers, is 23.1 mt.

As described in the proposed rule,
NMEFS considers the deduction of half of
the dead discard estimate from the
Longline category as a transition from
the method used for 2007 through 2010,
as NMFS continues to develop Draft
Amendment 7 to the 2006 Consolidated
HMS FMP. Draft Amendment 7 to the
2006 Consolidated HMS FMP will
explore related BFT fishery management
issues consistent with the need to end
overfishing and rebuild the stock. NMFS
anticipates that measures in Draft
Amendment 7 will address several of
the long-standing challenges facing the
fishery and will examine, among other
things, revisiting quota allocations;
reducing and accounting for dead
discards; adding or modifying time/area
closures or gear-restricted areas; and
improving the reporting and monitoring
of dead discards and landings in all
categories. NMFS anticipates that Draft
Amendment 7 will publish in 2013.
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TABLE 1—FINAL 2013 ATLANTIC BLUEFIN TUNA (BFT) QUOTAS AND QUOTA SPECIFICATIONS

[In metric tons]

2013 Quota specifications
Baseline
allocation Dead 2012
(per current ICCAT discard
(% share%?tt;azgé)(;%ne uota) recommendation and deduction Un;:loe::k;ellp:vest
° a 2006 consolidated (V2 of y Adjusted 2013 fishing year quota
HMS FMP 2012 forward to
allocations) e;élggtﬁqtc))f (90.9 mt total)
Total (100) ..oeveeeiieieeieeeeseeene 92877 e | e srees | eeerreesee e 894.9
ANgling (19.7) weveveeeeeeeeeeieenes 182.0 cvoeeceeeeeereeeeessestesteesieseniens | evevaessessessenseesenens | eveesessesaes s 182.0
SUBQUOTAS: SUBQUOTAS:
School: 94.9 School: 94.9
Reserve: 17.6 Reserve: 17.6
North: 36.5 North: 36.5
South: 40.8 South: 40.8
LS/SM: 82.9 LS/SM: 82.9
North: 39.1 North: 39.1
South: 43.8 South: 43.8
Tropply: 4}1‘.21 . Trop'r\]y: 1:1.21 .
orth: 1. orth: 1.
South: 2.8 South: 2.8
General (47.1) oo AB5.1 s | e s | ceerrrre e 435.1
SUBQUOTAS: SUBQUOTAS:
Jan: 231 . Jan: 23.1
Jun-Aug: 217.6 ....ccccveiee Jun:-Aug: 217.6
Sept: 115.3 ..o Sept: 115.3
Oct—Nov: 56.6 ......cccceeveeneen. Oct—Nov: 56.6
Dec: 22.6 ...cceevveeeeeeeen Dec: 22.6
Harpoon (3.9) ....ccccevvrieniieccne 36.0 oo | e | e 36.0
Purse Seine (18.6) .......ccccevevveenne 1718 s | e | e 171.8
Longline (8.1) .cocevieeiiiiiiiiieeiee TA8 e —-119.75 +90.9 | 46
SUBQUOTAS: SUBQUOTAS:
North (-NED): 29.9 North (-NED): 18.4
NED: 25.0* NED: 25.0*
South: 44.9 ... South: 27.6
Trap (0.1) oo 0.9 e | e s | eeeree e 0.9
Reserve (2.5) ...coccevveiiiininiieene 2831 e | e srees | eeeree e 23.1

*25-mt ICCAT set-aside to account for bycatch of BFT in pelagic longline fisheries in the NED. Not included in totals at top of table.

Comments and Responses

NMEF'S received a total of 13 written
comments to the proposed rule. There
were no participants at the two public
hearings in Gloucester, MA, and Silver
Spring, MD. Few of the comments
NMEFS received focused specifically on
the proposed quota specifications, and
those comments supported the proposed
adjustment of the 2013 baseline BFT
quota and subquotas. Below, NMFS
summarizes and responds to all
comments made specifically on the
proposed rule during the comment
period. Most of the comments received
were outside the scope of this rule and
are summarized under “Other Issues”
below.

Comment 1: Several commenters
stated they support the proposed rule
because it uses the same methodology as
in the recent past and allows for
continued participation by all user
groups.

Response: The approach used for
these final 2013 quota specifications is
an appropriate continuation of the

approach used in 2011 and 2012 as a
transition from the method used from
2007 through 2010. Changes in ICCAT’s
approach to western BFT management
in 2006 (i.e., discontinuation of the dead
discard allowance, and a new provision
that the western BFT Total Allowable
Catch include dead discards) have had
implications for NMFS’ domestic
management of the fishery, because
landings and dead discards must be
accounted for within the total U.S.
quota (rather than an additional
allocation for dead discards). This
interim approach balances the needs of
the pelagic longline fishery to continue
fishing for swordfish and Atlantic tunas
with the needs of directed BFT fisheries
participants.

Comment 2: The same commenters
asked what NMFS would do if the dead
discard estimate used to set the
specifications is wrong, especially if it
is too high and as a result the adjusted
quotas are lower than needed. They
asked if the difference would ever be

reallocated as quota, or if it would be
lost.

Response: NMFS notes that the
situation posited has not and likely will
not occur. Currently, including in these
2013 final specifications, NMFS deducts
only half of the estimate of dead
discards up front and accounts for the
remainder at year-end. Thus, dead
discards would have to be substantially
higher than the estimate used for the
final 2013 quota specifications for there
to be a situation in which NMFS would
set the final specifications lower than
the level necessary for landings and
dead discards to stay within the
adjusted U.S. quota. The commenter’s
more general concern seems to go
beyond 2013 to ask whether NMFS
would consider a prior-year quota
adjustment if the preliminary dead
discard estimate differed so radically
from the later estimate. Given the
variability of relevant factors (e.g., the
ICCAT rules regarding quota levels and
carryover may change, the status of the
stock may change, etc.), NMFS cannot
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speculate about the hypothetical posed
because each situation must be
addressed based on its unique set of
facts.

Comment 3: One commenter stated
that NMFS should not carry
unharvested quota forward and should
instead set the U.S. quota at the level of
the ICCAT-recommended quota reduced
by the estimate of dead discards.

Response: Carrying forward
underharvest (limited to no more than
10 percent of the total U.S. quota) is
consistent with the ICCAT
recommendation, ATCA, and the BFT
quota regulations that implement the
western BFT rebuilding plan adopted at
ICCAT and relevant measures in the
2006 Consolidated HMS FMP. The
distribution of the 90.9-mt underharvest
provides flexibility for existing
management needs, particularly to
account for dead discards and provide
sufficient quota for pelagic longline
operations as the fleet continues
directed fishing operations for
swordfish and other tunas.

Comment 4: One commenter
expressed concern that NMFS may, in
order to stay within the ICCAT-
recommended U.S. quota, limit or close
directed BFT fisheries in the event that
unused quota, including the Reserve
quota, is insufficient to account for
Longline category landings overharvests
and dead discards.

Response: The United States must
account for dead discards within its
overall adjusted quota allocation,
regardless of in which fishery they
occur, to comply with ICCAT
recommendations. BFT quota
allocations in the 2006 Consolidated
HMS FMP were based on historic
landings and were established initially
in 1992. Baseline quotas were modified
in 1995 and 1997, but have remained
the same since implementation of the
1999 FMP, when a separate discard
allowance was provided for in the
ICCAT BFT recommendation. Following
ICCAT’s elimination of the dead discard
allowance and change to include dead
discards within TACs in 2006, NMFS
has not modified the allocation scheme.
For the last several years the United
States has accounted for dead discard
mortality as part of the domestic
specification calculation process, and
reported dead discard estimates to
ICCAT annually. Regarding the concern
about potential closure(s), NMFS
manages each fishing category to its
adjusted quota for a given year, and it
is highly unlikely that NMFS would
close a fishery prior to the available
quota for that category being met.

Through Amendment 7, NMFS is
considering how best to reduce and

account for BFT dead discards, as well
as methods to improve reporting and
monitoring of discards and landings.

Comment 5: One commenter
suggested that NMFS anticipate both
increased General activity overall in
2013, due to reduced quotas in the
groundfish fishery, as well as increased
General category participation during
the December 2013 period given
increased availability of commercial-
sized BFT in Hudson Canyon in
December 2012.

Response: NMFS recognizes that
changes in other commercial fisheries in
which BFT fishermen participate, as
well as recent changes in BFT
availability (as discussed in the
Supplemental EA), may result in shifts
in fishing effort in the General category.
Overall, for 2012, 96 percent of the
adjusted General category quota was
used, including the 40-mt transfer from
the Reserve effective December 15.
NMFS will monitor landings closely
and may take action to allocate a portion
of the Reserve category quota for
inseason or annual adjustments to any
other quota category following
consideration of the regulatory
determination criteria regarding
inseason adjustments at § 635.27(a)(8).
These criteria include: the usefulness of
information obtained from catches in
the particular category for biological
sampling and monitoring of the status of
the stock; effects of the adjustment on
BFT rebuilding and overfishing; effects
of the adjustment on accomplishing the
objectives of the fishery management
plan; variations in seasonal BFT
distribution, abundance, or migration
patterns; effects of catch rates in one
area precluding vessels in another area
from having a reasonable opportunity to
harvest a portion of the category’s quota;
and review of dealer reports, daily
landing trends, and the availability of
BFT on the fishing grounds.

Other Issues

In addition to the few comments
specifically on the content of the
proposed rule, all 13 written comments
raised issues beyond the scope of this
rule, regarding HMS management
measures generally and the quota
allocations in the 2006 Consolidated
HMS FMP. Specifically, commenters
articulated: concern about the division
of the U.S. baseline quota, and stated
that priority allocation should be to full-
time commercial fish harvesters;
concern that the volume of dead
discards is negatively impacting
directed BFT fishery participants;
support for eliminating ‘“‘regulatory”
dead discards and increasing quota use
within a fishing year, including year-

end transfer of unused quota to a
“discard reserve” and more liberal
target catch requirements in the NED;
support for allocating sufficient quota to
cover incidental discards first; concern
about recreational landings estimates
and fishery monitoring; support for
greater opportunities to land trophy
BFT; concern about the complexity of
the exempted fishing permit process
and its effect on biological sampling;
and support for changes in U.S. policies
regarding ICCAT, including BFT quota
negotiations. NMFS anticipates that
Amendment 7 to the 2006 Consolidated
HMS FMP in 2013 will address many of
the issues raised in comments that were
outside the scope of the 2013 BFT quota
specifications.

Closure of Longline Category Northern
and Southern Area BFT Fisheries

Under §635.27(a)(3), the total amount
of large medium and giant BFT
(measuring 73 inches (185 cm) curved
fork length (CFL) or greater) that may be
caught incidentally and retained,
possessed, or landed by vessels that
possess Longline category Atlantic
Tunas permits is 8.1 percent of the
baseline annual U.S. BFT quota. NMFS
may allocate no more than 60 percent of
the Longline category incidental BFT
quota for landing in the area south of
31°00’ N. lat. (i.e., the “southern area”),
with the remainder allocated for landing
in the area north of 31°00’ N. lat. (i.e.,
the “northern area”). As described
above, this final action adjusts the
Longline category baseline BFT quota to
46 mt, with 18.4 mt allocated to the
northern area, and 27.6 mt allocated to
the southern area.

In addition to the Longline category
quota of 46 mt, 25 mt are allocated,
consistent with ICCAT
Recommendation 12-02, for incidental
catch of BFT by pelagic longline vessels
fishing in the NED, an area far offshore
the northeastern United States. The NED
is the Atlantic Ocean area bounded by
straight lines connecting the following
coordinates in the order stated: 35°00
N. lat., 60°00" W. long.; 55°00” N. lat.,
60°00” W. long.; 55°00” N. lat., 20°00" W.
long.; 35°00” N. lat., 20°00" W. long.;
35°00" N. lat., 60°00" W. long. NMFS
accounts for landings under the 25-mt
NED allocation separately from other
Longline category landings.

Under §635.28(a)(1), NMFS is
required to file a closure notice with the
Office of the Federal Register when a
BFT quota is reached or is projected to
be reached. On and after the effective
date and time of such notification, for
the remainder of the fishing year, or for
a specified period as indicated in the
notification, fishing for, retaining,
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possessing, or landing BFT under that
quota category is prohibited until the
opening of the subsequent quota period
or until such date as specified in the
notice. In 2012, NMFS announced
closure of the Longline category
southern area BFT fishery and northern
area BFT fishery, effective May 29, 2012
(77 FR 31546, May 29, 2012) and June
30, 2012 (77 FR 38011, June 26, 2012),
respectively.

Based on the best available landings
information for the incidental Longline
category BFT fishery (i.e., 16.2 mt in the
northern area and 27.1 mt in the
southern area as of May 31, 2013),
NMEFS projects that the Longline
category northern and southern area
BFT subquotas will be reached by the
effective date of this action. Given the
extended duration of longline fishing
trips, NMFS has determined that a
closure of the Longline category BFT
northern area fishery (other than the
NED) and the southern area fishery
(including the Gulf of Mexico) is
warranted at this time with 7 days’
advance notice. Therefore, fishing for,
retaining, possessing, or landing large
medium or giant BFT north and south
of 31°00’ N. lat., including the Gulf of
Mexico, and other than the NED, by
vessels permitted in the Atlantic tunas
Longline category must cease at 11:30
p.m. local time on June 25, 2013 and
will be prohibited through December 31,
2013. While pelagic longline fishing for
swordfish and other target species may
continue in the northern and southern
Longline areas, BFT may no longer be
retained, possessed, or landed by
longline vessels in those areas. The
intent of this closure is to prevent
overharvest of the Longline category
northern and southern area BFT
subquotas.

The incidental Longline fishery for
BFT in the NED, an area far offshore the
northeastern United States, remains
open at this time. NMFS will continue
to monitor incidental Longline category
BFT landings from the NED against the
25 mt allocated for that area and may
take further action, if necessary. Any
subsequent adjustments to the Longline
category fishery for 2013 would be
published in the Federal Register. In
addition, fishermen may call (978) 281—
9260, or access
www.hmspermit.noaa.gov, for fishery
updates. NMFS will account for all 2013
U.S. landings at the end of the year,
make further year-end adjustments if
and as needed, and report total 2013
landings along with the preliminary
2013 estimate of dead discards to ICCAT
in 2014.

Classification

The NMFS Assistant Administrator
has determined that this final rule is
consistent with the Magnuson-Stevens
Act, ATCA, and other applicable law,
and is necessary to achieve domestic
management objectives under the 2006
Consolidated HMS FMP.

The Assistant Administrator for
Fisheries (AA) finds good cause under
5 U.S.C. sec. 553(d)(3) to reduce the 30-
day delay in effective date for the 2013
BFT quota specifications and fishery
closures in this action to seven days. A
reduced, 7-day delay in effectiveness
will allow NMFS to close a portion of
the BFT fishery based the adjusted 2013
subquotas, while allowing time to notify
pelagic longline vessels that are already
on the water. This delay is contrary to
the public’s interest, because without it,
the codified BFT quota and subquotas
would remain in effect, and the United
States would very quickly exceed its
available quota for the year in certain
quota subcategories, which could create
enforcement problems this year in the
relevant international forum (ICCAT)
and exacerbate management difficulties
into next year.

Regarding the closure notice, the AA
finds that it is impracticable and
contrary to the public interest to provide
prior notice of, and an opportunity for
public comment on, the closure portion
of the action for the following reasons:

Prohibiting further BFT landings
against the Longline category northern
and southern area subquotas is
necessary to prevent overharvest of the
Longline northern and southern area
BFT subquotas in the final 2013 quota
specifications. The 2012 dead discard
estimate became available only at the
end of May 2013. NMFS acted
immediately following receipt of these
data, in combination with the latest
landings data for 2013, to determine
whether additional action was needed
to remain within the subcategory quotas
this year, and it is only because of
external circumstances (i.e., the
availability of data), rather than any
Agency delay, that the waiver is needed
for this portion of the action. Given the
extended duration of longline fishing
trips, we have determined that a closure
of the Longline category BFT northern
area fishery (other than the NED) and
the southern area fishery (including the
Gulf of Mexico) is warranted at the time
of the filing of the final specifications
with 7 days’ advance notice. NMFS
provides notification of closures by
publishing the notice in the Federal
Register, emailing individuals who have
subscribed to the Atlantic HMS News
electronic newsletter, and updating the

information posted on the Atlantic
Tunas Information Line and on
www.hmspermits.noaa.gov.

These fisheries are currently
underway, and delaying this action
would be contrary to the public interest
as it could result in excessive BFT
landings, which could have adverse
effects on the stock and/or may result in
future potential quota reductions for the
Longline category. NMFS must close the
Longline category northern and
southern area fisheries to landings
before large medium and giant BFT
exceed the available subquotas for those
areas. The quotas as adjusted in this
action are consistent with HMS
regulations, and are a logical outgrowth
of the proposed action. The final rule
distributes the available underharvest
differently than proposed, but is within
the range of actions we told the public
was possible in the final rule and
requested comment on that possibility.
NMEFS discussed at the proposed rule
stage the possibility that NMFS may
need to close the Longline category
fishery to BFT retention based on
codified quotas and account fully for
landings to date in the final
specifications, as occurred in 2012.
Therefore, the regulated community
reasonably could have anticipated both
the resultant moderate changes in
amounts and distribution and the
Longline category closures.

Therefore, the AA finds good cause
under 5 U.S.C. 553(b)(B) to waive prior
notice and the opportunity for public
comment regarding the closure portion
of this action. For all of the above
reasons, there is good cause under 5
U.S.C. 553(d) to reduce the 30-day delay
in effectiveness of the final adjusted
2013 BFT quota specifications to 7 days.

The rule to implement the final BFT
quota specifications is exempt from the
procedures of E.O. 12866. The action to
close the Longline category northern
and southern area fisheries is being
taken under §§635.27(a)(3) and
635.28(a)(1), and is exempt from review
under E.O. 12866.

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

Section 212 of the Small Business
Regulatory Enforcement Fairness Act of
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1996 states that, for each rule or group rulemaking process, NMFS has prepared  Dated: June 13, 2013.

of related rules for which an agency is a brochure summarizing fishery Alan D. Risenhoover,

required to prepare a FRFA, the agency  information and regulations for Atlantic  Director, Office of Sustainable Fisheries,

shall publish one or more guides to tuna fisheries for 2013. This brochure performing the functions and duties of the

assist small entities in complying with also serves as the small entity Deputy Assistant Administrator for

the rule, and shall designate such compliance guide. Copies of the Regulatory Programs, National Marine
ublications as ‘‘small entit : ; ; Fisheries Service.

p ¢ 4 ¥y compliance guide are available from ‘

compliance guides.” The agency shall NMFS (see ADDRESSES). [FR Doc. 2013-14661 Filed 6-18-13; 8:45 am|

explain the actions a small entity is ) BILLING CODE 3510-22-P

required to take to comply with a rule Authority: 16 U.S.C. 971 et seq. and 1801

or group of rules. As part of this et seq.
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2013-0527; Directorate
Identifier 2013—CE-014—-AD]

RIN 2120-AA64

Airworthiness Directives; Piaggio Aero
Industries S.p.A Airplanes

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

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: We propose to adopt a new
airworthiness directive (AD) for all
Piaggio Aero Industries S.p.A Model P—
180 airplanes. 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 cracks at the joint between
the hinge pin sub-assembly and the lock
pin of the main landing gear lever hinge
fitting. We are issuing this proposed AD
to require actions to address the unsafe
condition on these products.

DATES: We must receive comments on
this proposed AD by August 5, 2013.
ADDRESSES: You may send comments by
any of the following methods:

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

e Fax:(202) 493-2251.

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

e Hand Delivery: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays.

For service information identified in
this proposed AD, contact Piaggio Aero
Industries S.p.A—Airworthiness Office,
Via Luigi Cibrario, 4-16154 Genova-
Italy; phone: +39 010 6481353; fax: +39
010 6481881; email:
airworthiness@piaggioaero.it; Internet:
http://www.piaggioaero.com/#/en/
aftersales/service-support; and Messier-
Dowty Limited, Cheltenham Road,
Gloucester, GL2 9QH, England; phone:
+44(0)1452 712424; fax: +44(0)1452
713821; email:
americatassc@safranmbd.com; Internet:
www.safranmbd.com. You may review
copies of the referenced service
information at the FAA, Small Airplane
Directorate, 901 Locust, Kansas City,
Missouri 64106. For information on the
availability of this material at the FAA,
call (816) 329-4148.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Management Facility between 9
a.m. and 5 p.m., Monday through
Friday, except Federal holidays. The AD
docket contains this proposed AD, the
regulatory evaluation, any comments
received, and other information. The
street address for the Docket 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:
Mike Kiesov, Aerospace Engineer, FAA,
Small Airplane Directorate, 901 Locust,
Room 301, Kansas City, Missouri 64106;
telephone: (816) 329—4144; fax: (816)
329-4090; email: mike.kiesov@faa.gov.

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-2013-0527; Directorate Identifier
2013—CE-014-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 because of those
comments.

We will post all comments we
receive, without change, to http://
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 AD No. 2013—
0084, dated April 5, 2013 (referred to
after this as ‘“‘the MCAI”), to correct an
unsafe condition for the specified
products. The MCALI states:

During scheduled maintenance, cracks have
been detected at the joint between the hinge
pin sub-assembly and the lock pin of the
main landing gear (MLG) lever hinge fitting
(LHF) of a Piaggio P.180 aeroplane.

The results of the subsequent investigation
revealed that the cracks were initiated by an
unforeseen friction in the MLG wheel lever
sub-assembly.

This condition, if not detected and
corrected, could lead to a structural failure of
the MLG, possibly resulting in loss of control
of the aeroplane during take-off or landing
runs.

To address this potential unsafe condition,
Piaggio Aero Industries (PAI) issued Service
Bulletin (SB) 80-0345 to provide instructions
for early identification of cracks in the MLG
LHF and, in case of identification of the
crack, replacement of the MLG.

For the reasons described above, this AD
required inspections of the MLG LHF and,
depending on findings, replacement of the
MLG.

This AD is considered to be an interim
action, and based on gathered experience,
further AD action may follow.

You may obtain further information
by examining the MCAI in the AD
docket.

Relevant Service Information

Piaggio Aero Industries S.p.A. has
issued Mandatory Service Bulletin No.
80-0345, and Appendix A, both dated
September 20, 2012, which includes
Messier-Dowty Service Bulletin No.
P180-32-32, dated September 10, 2012.
The actions described in this service
information are intended to correct the
unsafe condition identified in the
MCAL

FAA’s Determination and Requirements
of the Proposed AD

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

Interim Action

We consider this AD interim action.
We are requiring inspection(s) of the left
and right MLG LHF with a report to the
manufacturer of the results if cracks are
found. We will work with the type
certificate holder to evaluate the report
results to determine repetitive
inspection intervals and subsequent
terminating action. Based on this
evaluation, we may initiate further
rulemaking action to address the unsafe
condition identified in this AD.

Costs of Compliance

We estimate that this proposed AD
will affect 109 products of U.S. registry.
We also estimate that it would take
about 11 total work-hours, which is 2
work-hours for the initial visual
inspection; 2 work-hours for the
detailed visual inspection; and 7 work-
hours for the fluorescent penetrant
inspection, per product to comply with
the basic requirements of this proposed
AD. The average labor rate is $85 per
work-hour.

Based on these figures, we estimate
the cost of the proposed AD on U.S.
operators to be $101,915, or $935 per
product.

In addition, we estimate that any
necessary follow-on actions would take
about 7 work-hours and require parts
costing $21,540 to replace a left-hand
LHF, for a cost of $22,153, and $20,662
to replace a right-hand LHF, for a cost
of $21,257.

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

Authority for This Rulemaking

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

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

Regulatory Findings

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

For the reasons discussed above, 1
certify this proposed regulation:

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

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

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

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

List of Subjects in 14 CFR Part 39

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

The Proposed Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]
m 2. The FAA amends § 39.13 by adding
the following new AD:

Piaggio Aero Industries S.p.A: Docket No.
FAA-2013-0527; Directorate Identifier
2013-CE-014—AD.

(a) Comments Due Date

We must receive comments by August 5,
2013.

(b) Affected ADs
None.

(c) Applicability

This AD applies to Piaggio Aero Industries
S.p.A Model P-180 airplanes, all serial
numbers, certificated in any category.

(d) Subject

Air Transport Association of America
(ATA) Code 32: Landing Gear.

(e) Reason

This AD was prompted by 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 cracks at the joint between the
hinge pin sub-assembly and the lock pin of
the main landing gear (MLG) lever hinge
fitting (LHF). We are issuing this AD to
prevent structural failure of the MLG LHF,
which could result in loss of control during
take-off or landing runs.

(f) Actions and Compliance

Unless already done, do the following
actions in paragraphs (f)(1) through (f)(8),
including all subparagraphs, of this AD:

(1) Within the next 200 hours time-in-
service (TIS) after the effective date of this
AD or within the next 3 months after the
effective date of this AD, whichever occurs
first, and repetitively thereafter before further
flight after each MLG (subassembly)
replacement, visually inspect each MLG LHF
for cracks and verify freedom of rotation of
the MLG wheel lever subassemblies. Do the
inspection following Part 1 of the
Accomplishment Instructions in Piaggio Aero
Industries S.p.A. Mandatory Service Bulletin
No. 80-0345, dated September 20, 2012; and
Paragraph A of the Accomplishment
Instructions in Piaggio Aero Industries S.p.A.
Appendix A, dated September 20, 2012,
which includes Messier-Dowty Service
Bulletin No. P180-32-32, dated September
10, 2012.

(2) If, during the inspection required in
paragraph (f)(1) of this AD, freedom of
rotation of the MLG wheel lever subassembly
is not assured, before further flight, mark the
LHF on the affected MLG as “inspect as per
SB—80-0345" with an indelible pen, and
replace the MLG LHF with a serviceable part.
Do the replacement following Part 1 of the
Accomplishment Instructions in Piaggio Aero
Industries S.p.A. Mandatory Service Bulletin
No. 80-0345, dated September 20, 2012. The
newly installed MLG LHF is subject to the
repetitive inspection requirement specified
in paragraph (f)(1) of this AD and all
inspection requirements specified in
paragraphs (f)(3) and (f)(4) of this AD.

(3) Within the compliance times specified
in paragraphs (£)(3)(1), (f)(3)(ii), and (£)(3)(iii)
of this AD, and repetitively thereafter at
intervals not to exceed 200 hours TIS, do a
detailed visual inspection of each MLG LHF
for cracks. Do the inspection following Part
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2 of the Accomplishment Instructions in
PIAGGIO AERO INDUSTRIES S.p.A.
Mandatory Service Bulletin No. 80-0345,
dated September 20, 2012, and Paragraph B
of the Accomplishment Instructions in
Piaggio Aero Industries S.p.A. Appendix A,
dated September 20, 2012, that includes
Messier-Dowty Service Bulletin No. P180—
32-32, dated September 10, 2012.

(i) As of the effective date of this AD, if the
MLG LHF has accumulated 2,300 hours TIS
or less since new, inspect before exceeding
2,500 hours TIS since new.

(ii) As of the effective date of this AD, if
the MLG LHF has accumulated more than
2,300 hours TIS since new, but less than
2,500 hours TIS since new, inspect within
the next 200 hours TIS after the effective date
of this AD.

(iii) As of the effective date of this AD, if
the MLG LHF has accumulated 2,500 hours
TIS or more since new, inspect within the
next 200 hours TIS after the effective date of
this AD or within the next 3 months after the
effective date of this AD, whichever occurs
first.

(4) Within the compliance times specified
in paragraphs (£)(3)(1), (H)(3)(ii), and (£)(3)(iii)
of this AD and repetitively thereafter at
intervals not to exceed 750 hours TIS, do a
fluorescent penetrant inspection on each
MLG LHF for cracks. Do the inspection
following Part 3 of the Accomplishment
Instructions in PIAGGIO AERO INDUSTRIES
S.p.A. Mandatory Service Bulletin No. 80—
0345, dated September 20, 2012, and
Paragraph C of the Accomplishment
Instructions in PIAGGIO AERO INDUSTRIES
S.p.A. Appendix A, dated September 20,
2012, that includes Messier-Dowty Service
Bulletin No. P180-32-32, dated September
10, 2012.

(5) If, during any inspection required by
paragraphs (£)(1), (f)(3), ()(4), ()(7), and (£)(8)
of this AD, including all subparagraphs, any
crack is found, before further flight, replace
the MLG with a serviceable part. Do the
replacement following the Accomplishment
Instructions in Piaggio Aero Industries S.p.A.
Mandatory Service Bulletin No. 80-0345,
dated September 20, 2012. After installing a
serviceable MLG, continue with the
repetitive inspection requirements of
paragraphs (f)(1), (f)(3), and (f)(4) this AD.

(6) Within 30 days after each MLG LHF
replacement, submit an inspection result
report to Piaggio Aero Industries S.p.A at the
address specified in paragraph (h) of this AD
using the Confirmation Slip attached to
Piaggio Aero Industries S.p.A. Mandatory
Service Bulletin No. 80-0345, dated
September 20, 2012.

(7) For the purpose of this AD, a
“serviceable” MLG is an airworthy MLG
verified before installation for freedom of
rotation and has been inspected following
paragraphs (f)(3) and (f)(4) of this AD,
including all subparagraphs, and is found
free of cracks. If status of detailed visual
inspections intervals, fluorescent penetrant
inspections intervals, or hours TIS since new
cannot be determined from the Authorized
Release Certificate of the MLG to be installed,
before next flight after installation, inspect
the MLG LHF as specified in paragraphs (f)(3)
and (f)(4) of this AD. Any newly install MLG

LHF is subject to the repetitive inspections
required in paragraphs (f)(1), (f)(3), and (f)(4)
of this AD.

(8) As of the effective date of this AD, any
MLG with LHF marked “inspect as per SB
80-0345" that was removed as specified in
paragraph (f)(2) of this AD may be reinstalled
provided that before installation, freedom of
rotation has been restored. Before further
flight after installation, the MLG LHF must be
inspected as specified in paragraphs (f)(3)
and (f)(4) of this AD. Continue thereafter with
the repetitive inspections at the intervals
specified paragraphs (f)(1), (f)(3), and (f)(4) of
this AD.

(g) Other FAA AD Provisions

The following provisions also apply to this
AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, Standards Office,
FAA, has the authority to approve AMOCGCs
for this AD, if requested using the procedures
found in 14 CFR 39.19. Send information to
ATTN: Mike Kiesov, Aerospace Engineer,
FAA, Small Airplane Directorate, 901 Locust,
Room 301, Kansas City, Missouri 64106;
telephone: (816) 329-4144; fax: (816) 329—
4090; email: mike.kiesov@faa.gov. Before
using any approved AMOC on any airplane
to which the AMOC applies, notify your
appropriate principal inspector (PI) in the
FAA Flight Standards District Office (FSDO),
or lacking a PI, your local FSDO.

(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, a federal
agency may not conduct or sponsor, and a
person is not required to respond to, nor
shall a person be subject to a penalty for
failure to comply with a collection of
information subject to the requirements of
the Paperwork Reduction Act unless that
collection of information displays a current
valid OMB Control Number. The OMB
Control Number for this information
collection is 2120-0056. Public reporting for
this collection of information is estimated to
be approximately 5 minutes per response,
including the time for reviewing instructions,
completing and reviewing the collection of
information. All responses to this collection
of information are mandatory. Comments
concerning the accuracy of this burden and
suggestions for reducing the burden should
be directed to the FAA at: 800 Independence
Ave. SW., Washington, DC 20591, Attn:
Information Collection Clearance Officer,
AES-200.

(h) Related Information

(1) Refer to MCAI European Aviation
Safety Agency (EASA) AD No. 2013-0084,
dated April 5, 2013; Messier-Dowty PCS—
2700 Paint Stripping document, dated
January 2011; Messier-Dowty PCS-2622 Cold
Degreasing (Solvent) document, Issue 2,
dated May 12, 2008; and Messier-Dowty Ltd

201034005 and 201034006 Component
Maintenance Manual, page 2, dated May 1,
2004, and page 1020, dated March 17, 2006,
for related information.

(2) For service information identified in
and related to this AD, contact Piaggio Aero
Industries S.p.A—Airworthiness Office, Via
Luigi Cibrario, 4-16154 Genova-Italy; phone:
+39 010 6481353; fax: +39 010 6481881;
email: airworthiness@piaggioaero.it; Internet:
http://www.piaggioaero.com/#/en/aftersales/
service-support; and Messier-Dowty Limited,
Cheltenham Road, Gloucester, GL2 9QH,
England; phone: +44(0)1452 712424; fax:
+44(0)1452 713821; email:
americatassc@safranmbd.com; Internet:
www.safranmbd.com. You may review copies
of the referenced service information at the
FAA, Small Airplane Directorate, 901 Locust,
Kansas City, Missouri 64106. For information
on the availability of this material at the
FAA, call (816) 329-4148.

Issued in Kansas Gity, Missouri, on June
13, 2013.
Earl Lawrence,

Manager, Small Airplane Directorate, Aircraft
Certification Service.

[FR Doc. 2013-14569 Filed 6-18—13; 8:45 am]
BILLING CODE 4910-13-P

FEDERAL TRADE COMMISSION

16 CFR Part 301
RIN 3084-AB27

Rules and Regulations Under the Fur
Products Labeling Act

AGENCY: Federal Trade Commission
(“FTC” or “Commission”).

ACTION: Supplemental notice of
proposed rulemaking.

SUMMARY: To promote consistency
between the guaranty provisions in its
Rules and Regulations under the Fur
Products Labeling Act and those
governing textile products, the
Commission proposes amendments
clarifying a signature requirement for
separate guaranties and requiring
guarantors to renew continuing
guaranties annually.

DATES: Written comments must be
received on or before July 23, 2013.

ADDRESSES: Interested parties may file a
comment online or on paper by
following the instructions in the
Request for Comment part of the
SUPPLEMENTARY INFORMATION section
below. Write “‘Fur Rules Review, 16
CFR Part 301, Project No. P074201” on
your comment, and file your comment
online at https://
ftepublic.commentworks.com/ftc/
furproductslabelingnprm by following
the instructions on the web-based form.
If you prefer to file your comment on
paper, mail or deliver your comment to
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the following address: Federal Trade
Commission, Office of the Secretary,
Room H-113 (Annex O), 600
Pennsylvania Avenue NW., Washington,
DC 20580.

FOR FURTHER INFORMATION CONTACT:
Matthew J. Wilshire, Attorney, (202)
326—2976, Federal Trade Commission,
Division of Enforcement, Bureau of
Consumer Protection, 600 Pennsylvania
Avenue NW., Washington, DC 20580.

SUPPLEMENTARY INFORMATION:
I. Introduction

On April 30, 2013, the Federal Trade
Commission (“FTC” or “Commission’’)
issued a Notice of Proposed Rulemaking
(“Textile NRPM”) announcing proposed
amendments to its Rules and
Regulations (““Textile Rules”’) under the
Textile Fiber Products Identification Act
(“Textile Act”’). Among other things, the
proposed changes would alter the form
for continuing guaranties filed with the
Commission and require annual renewal
of such guaranties. Both the Textile and
the Fur Products Labeling Act (“Fur
Act”) provide exemptions from liability
for retailers and other recipients of
covered products based on certifications
that the transferred products are not
misbranded, falsely invoiced, or falsely
advertised.

On September 17, 2012, the
Commission proposed amendments to
the Fur Rules to update the Fur
Products Name Guide, provide greater
labeling flexibility, and incorporate
provisions of the recently enacted Truth
in Fur Labeling Act. Since that proposal,
the Commission proposed altering the
textile guaranty provisions in the
Textile NPRM. In addition, one
commenter has urged changes to the fur
guaranty provisions. The Commission,
therefore, now proposes additional
guaranty amendments for the Fur Rules
to provide notice and an opportunity to
comment on this proposal while the
Commission considers comments
received in response to the changes it
proposed in 2012. Doing so will allow
the Commission to incorporate any
guaranty final amendments in
conjunction with any other final
amendments, and thereby assist
businesses in understanding their
compliance obligations under the
revised rules.

This document provides information
on guaranties, explains the proposed
amendments, solicits additional
comment, provides analyses under the
Regulatory Flexibility Act and the
Paperwork Reduction Act, and sets forth
the Commission’s proposed
amendments.

II. Background

The Fur Act, Textile Act, and Wool
Products Labeling Act (“Wool Act”)?
each shield from liability entities that
obtain guaranties from third parties.
These guaranties attest that the
transferred products are not mislabeled
or falsely advertised or invoiced. There
are two types of guaranties. Separate
guaranties designate particular
products.2 Continuing guaranties, which
guarantors file with the Commission,
apply to any textile, wool, or fur
product transferred from a particular
guarantor.3 Each act further provides
that guaranty protections are available
only for entities that receive a guaranty
in “good faith” from a “person residing
in the United States.” ¢

Entities providing continuing
guaranties for fur products must file
those guaranties with the Commission
using the form specified in the Textile
Rules at 16 CFR 303.38(b).? Continuing
guaranties remain in effect until
revoked.®

III. Proposed Amendments

In response to the Commission’s
September 17, 2012, proposed
amendments (“Fur NPRM”),” the
National Retail Federation (“NRF”’)
submitted a comment recommending
revisions to the guaranty provisions.
Specifically, NRF supported changes
allowing entities to provide separate
guaranties through electronic means,
removing the penalty of perjury
language from the continuing guaranty
form, making the guaranty format
“suggested” rather than “prescribed,”
and adding a provision to extend
guaranty protections to retailers that
import goods directly and, therefore,
cannot obtain a guaranty.8 NRF
recommended making the same changes
to the Textile Rules.?

115 U.S.C. 69 et seq. (Fur Act); 15 U.S.C. 70 et
seq. (Textile Act); 15 U.S.C. 68 et seq. (Wool Act).
The Fur Rules are codified at 16 CFR Part 301, the
Textile Rules are codified at 16 CFR Part 303, and
the Wool Rules are codified at 16 CFR Part 300.

215 U.S.C. 68g(a); 15 U.S.C. 69h(a); 15 U.S.C.
70h(a).

31d.

41d.

515 U.S.C. 69h(a)(2).

616 CFR 301.48(a)(2).

7 Federal Trade Commission: Regulations Under
the Fur Products Labeling Act, 77 FR 57043 (Sept.
17, 2012).

8 National Retail Federation Comment #00025 at
1-5, available at http://www.ftc.gov/os/comments/
furrulesreview/index.shtm (hereinafter “NRF at

.

9 See National Retail Federation Comment #0020
to ““16 CFR Part 303: Rules and Regulations Under
the Textile Fiber Products Identification Act:
Advance Notice of Proposed Rulemaking and
Request for Public Comment,” available at http://
ftc.gov/os/comments/textilerulesanpr/index.shtm.

On April 30, 2013, the Commission
issued the Textile NPRM, which
announced several proposed
amendments to the rules governing
guaranties.10 As detailed in that NPRM,
the Commission proposed eliminating
the penalty of perjury language in the
required form for continuing guaranties
and proposed requiring that guarantors
renew continuing guaranties annually.

In light of the proposed amendments
to the Textile Rules, as well as NRF’s
comment, the Commission proposes
conforming amendments to the Fur
Rules. As explained below, the
Commission declines to propose
amendments specifically providing for
electronic transmission of separate
guaranties, and proposes that guarantors
renew continuing guaranties annually.
In addition, the Commission does not
propose amendments regarding NRF’s
concerns about guaranty protections for
retailers directly importing products
because a recently announced
Enforcement Policy Statement provides
the requested protections.1?

A. Electronic Transmission of Separate
Guaranties

NRF urged the Commission to publish
amendments explicitly providing for the
electronic transmission of separate
guaranties. Currently, section 301.47
provides a “‘suggested form” for such
guaranties, which includes the
guarantor’s “‘signature and address.” 12
Section 301.47 does not provide
guidance regarding what qualifies as a
signature. NRF urged amending the
Rules to specify that an order for
apparel between a purchasing business’
“electronic agent,” as that term is
defined by the Uniform Commercial
Code (“UCC”), and a guarantor will
constitute a separate guaranty if the
order is explicitly subject to the goods’
conformance with the Fur Act and
Rules.?3 Notably, the “electronic agent”
definition proposed by NRF provides
that electronic acceptance can occur
“with or without review or action by an
individual.” 14 NRF also urged that the
Fur Rules “clearly stat[e] how
companies [can] comply with the
regulations though electronic means,”
including the use of electronic
signatures.15

The Commission declines to propose
amendments specifically addressing
electronic transmittal of guaranties. The

1078 FR 29263 (May 20, 2013).

11 See Enforcement Policy Regarding Certain
Imported Textile, Wool, and Fur Products at
http://www.ftc.gov/opa/2013/01/eps.shtm.

1216 CFR 301.47.

13NRF at 2.

14NRF at 2.

15NRF at 3.
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Fur Rules do not prohibit or discourage
the electronic communication of
guaranties, nor do they require any
particular mode of communication.
Instead, the Rules focus on the
guaranties’ substance. Furthermore,
incorporating “electronic agent” as
defined by the UCC could undermine
compliance with the Rules. For
example, incorporating the definition
would permit guaranteeing of goods by
““a computer program or an electronic or
other automated means.” 16 This would
allow guaranties without any individual
monitoring to ensure that the
guaranteed products meet the legal
requirements for guaranties. Indeed, it is
unclear how a buyer receiving a
guaranty in such circumstances could
do so in good faith.

Moreover, NRF has not presented any
evidence showing that the current Fur
Rules impose significant costs on
businesses or that making its
recommended change would decrease
those costs. The Rules appear to provide
sufficient flexibility for compliance
without providing specifically for
“electronic guaranties.” Although the
Commission is not proposing NRF’s
recommended amendment, the
Commission seeks comment on this
issue.

The Commission proposes two
amendments, however, to make clear
that electronically transmitted
guaranties are not prohibited. First, the
Commission proposes, as it did in the
Textile NPRM, changing the term
“invoice” in section 301.47 and the
phrase “invoice or other paper” in
section 301.48(b) to “invoice or other
document.” The proposed change
would make clear that “invoice”
includes documents that are
electronically stored or transmitted.
Second, the Commission proposes
amending section 301.47 to include, as
the Textile Rules currently do, a
statement that the guarantor’s printed
name and address will meet the
signature component for separate
guaranties.1” Specifically, the
Commission proposes adding the
following language to section 301.47:
“Note: The printed name and address
on the invoice or other document will
suffice to meet the signature and
address requirements.” This additional
language should make clear that entities
can sign guaranties electronically,
consistent with the Electronic

16 NRF at 2.

17 Section 301.47 also differs from the Textile
Guaranty provisions by requiring separate
guaranties to show ““the date of shipment of the
merchandise.” 16 CFR 301.47. To promote
consistency between guaranty provisions, the
Commission proposes removing this requirement.

Signatures in Global and National
Commerce Act.18

B. Continuing Guaranties

Section 301.48 requires that
guarantors use the prescribed form in 16
CFR 303.38(b) for a continuing guaranty
filed with the Commission. The current
form requires the guarantor to sign the
guaranty under penalty of perjury. NRF
recommended making the guaranty form
optional and eliminating the penalty-of-
perjury requirement.'® Consistent with
the Textile NPRM, the Commission
declines to propose the first
amendment, but proposes to require that
guarantors certify guaranties rather than
sign them under penalty of perjury.

NRF recommended making the
continuing guaranty form optional to
allow businesses to use electronic
processes without the obligation to
revert to paper documents and
signatures.29 The Commission declines
to propose this change because the
prescribed form benefits businesses
without imposing significant burdens.
Requiring a uniform document enables
the Commission to review, process, and
return the guaranties expeditiously.
Reviewing documents in varying
formats to determine whether they
qualify as guaranties would add
needless delay.

In addition, requiring a specific form
does not appear to inhibit electronic
processes or cause any other burden.
NRF did not present any evidence
showing that businesses cannot adapt
the prescribed form to electronic
communications, including electronic
signatures. Businesses may send the
prescribed form electronically, and the
Fur Rules allow electronic signatures.21
Moreover, the form is only one page and
consists of a two-sentence certification
and a signature block stating the date,
location, and name of the business
making the guaranty, as well as the
name, title, and signature of the person
signing the guaranty.

NRF also recommended that the
Commission eliminate the penalty of
perjury language for continuing
guaranties. It argued that requiring
sworn statements inappropriately
introduces the criminal elements of
perjury into private contracts and that
the person providing the attestation
cannot attest to the truth of labels and
invoices in the future.22

1815 U.S.C. 7001 et seq.

19NRF at 4-5.

20NREF at 5.

21 The word “signature” appears in the prescribed
form for continuing guaranties filed with the
Commission. That form does not require written
signatures or prohibit electronic signatures.

22NRF at 3.

Although swearing under penalty of
perjury in private agreements is not
unusual,23 swearing to future events is
problematic and may present
enforcement issues. Specifically, many
people who intend to comply with the
Rules may be understandably reluctant
to swear to a future event. Accordingly,
in its Textile NPRM, the Commission
proposed eliminating the penalty of
perjury language. Because the Fur Rules
incorporate the same form, the proposed
Textile amendments would eliminate
the penalty of perjury requirement for
fur guaranties as well.

Continuing guaranties, however, must
provide sufficient indicia of reliability
to permit buyers to rely on them on an
ongoing basis. The perjury language
addressed this concern. Therefore,
instead of requiring guarantors to swear
under penalty of perjury, the Textile
NPRM proposed requiring guarantors to
acknowledge that providing a false
guaranty is unlawful; to certify that they
will actively monitor and ensure
compliance with the Fur, Textile, and
Wool Acts and Rules; and to renew
guaranties annually.

As explained in the Textile NPRM,
the new form should increase a
guaranty’s reliability by focusing the
guarantor’s attention on, and
underscoring, its obligation to comply.
However, the new form would not
impose additional burdens on
guarantors because they would simply
be acknowledging the Fur Act’s
prohibition against false guaranties 24
and certifying to the monitoring that
they already must engage in to ensure
that they do not provide false
guaranties. In addition, the required
statements would benefit recipients of
guaranties by bolstering the basis of
their good-faith reliance on the
guaranties.

Additionally, requiring guarantors to
renew guaranties annually provides
needed assurance of reliability in the
absence of a sworn statement. Annual
renewal should encourage guarantors to
take regular steps to ensure that they
remain in compliance with the Fur Act
and Rules and thereby increase the
guaranties’ reliability. Moreover, these
benefits should outweigh the minimal
burden of completing the one-page
form. As discussed above, the form

23 See . Geils Band Employee Benefit Plan v.
Smith Barney Shearson, Inc., 76 F.3d 1245 (1st Cir.
1996) (upholding summary judgment in part
because appellant failed to rebut acknowledgment
of receipt of investment prospectuses evidenced by
an agreement executed under penalty of perjury).

24 The Fur Act provides that furnishing a false
guaranty is “unlawful, . . . [and] an unfair method
of competition, and an unfair and deceptive act or
practice” under the FTC Act. 15 U.S.C. 69h(b).
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consists of only a two-sentence
certification and a signature block
stating the date, location, and name of
the business making the guaranty, as
well as the certifier’s name and title.
Thus, businesses should not incur
significant costs in completing and
submitting the form annually. Although
certifying also would require guarantors
to confirm that their business remains in
compliance, this would not impose any
burden beyond what the Fur Rules
currently require. Specifically, entities
that have filed continuing guaranties
must continuously monitor their
shipments to ensure that they are
complying with the Fur Act and
Rules.25

Unlike changes to the continuing
guaranty form, requiring annual renewal
necessitates an amendment to the Fur
Rules. Thus, the Commission proposes
amending section 301.48(a)(2) to
provide that continuing guaranties are
valid for a year or until revoked.

C. Alternative to Fur Act Guaranty for
Directly Imported Goods

The Fur Act authorizes fur guaranties
from persons ‘“‘residing in the United
States by whom the fur product or fur
guaranteed was manufactured or from
whom it was received.” 26 Thus,
businesses that buy from manufacturers
or suppliers that have no representative
in the United States cannot obtain a
guaranty.

Because many retailers now regularly
rely on global supply chains, NRF
recommended that the Commission
adopt an alternative guaranty for such
businesses. Specifically, NRF
recommended that the Commission
allow such businesses to rely on
compliance representations from foreign
manufacturers or suppliers when: (1)
The businesses do not embellish or
misrepresent the representations; (2) the
fur products are not sold as private label
products; and (3) the businesses have no
reason to know that the marketing or
sale of the products would violate the
Act or Rules.?”

As discussed in the Textile NPRM,
NRF’s argument has merit. Changes in
the clothing industry resulting in
increased imports mean that more
businesses cannot obtain guaranties. In
light of the increased reliance on global
supply chains for fur products, the
Commission finds it in the public
interest to provide protections for
retailers that: (1) Cannot legally obtain

25 See 16 CFR 303.38(b) (continuing guaranty
form requiring sworn statement that guarantor will
not ship mislabeled, falsely invoiced, or falsely
advertised fur products).

2615 U.S.C. 69h(a).

27NRF at 5.

a guaranty under the Fur Act; (2) do not
embellish or misrepresent claims
provided by the manufacturer related to
the relevant Act or Rules; and (3) do not
market the products as private label
products; unless the retailers knew or
should have known that the marketing
or sale of the products would violate the
Act or Rules. Such protections provide
greater consistency for retailers
regardless of whether they directly
import products or use third-party
domestic importers. Accordingly, on
January 3, 2013, the Commission
announced an enforcement policy
statement providing that it will not
bring enforcement actions against
retailers that meet the above criteria.28
This statement addresses the concerns
raised by NRF.29

IV. Request for Comments

You can file a comment online or on
paper. For the Commission to consider
your comment, we must receive it on or
before July 23, 2013. Write “Fur Rules
Review, 16 CFR Part 301, Project No.
P074201” on your comment. Your
comment—including your name and
your state—will be placed on the public
record of this proceeding, including, to
the extent practicable, on the public
Commission Web site, at http://www.ftc.
gov/os/publiccomments.shtm. As a
matter of discretion, the Commission
tries to remove individuals’ home
contact information from comments
before placing them on the Commission
Web site.

Because your comment will be made
public, you are solely responsible for
making sure that your comment doesn’t
include any sensitive personal
information, such as anyone’s Social
Security number, date of birth, driver’s
license number or other state
identification number or foreign country
equivalent, passport number, financial
account number, or credit or debit card
number. You are also solely responsible
for making sure that your comment does
not include any sensitive health
information, such as medical records or
other individually identifiable health
information. In addition, don’t include
any “[t]rade secret or any commercial or
financial information which is obtained
from any person and which is privileged
or confidential,” as provided in Section
6(f) of the FTC Act, 15 U.S.C. 46(f), and
FTC Rule 4.10(a)(2), 16 CFR 4.10(a)(2).

28 See Enforcement Policy Regarding Certain
Imported Textile, Wool, and Fur Products at
http://www.ftc.gov/opa/2013/01/eps.shtm.

29NRF requested an amendment to the Fur Rules.
However, amending the Rules to allow foreign
guaranties would be inconsistent with the Fur Act,
which requires guarantors to “resid[e] in the United
States.”” 15 U.S.C. 69h.

In particular, do not include
competitively sensitive information
such as costs, sales statistics,
inventories, formulas, patterns, devices,
manufacturing processes, or customer
names.

If you want the Commission to give
your comment confidential treatment,
you must file it in paper form, with a
request for confidential treatment, and
you have to follow the procedure
explained in FTC Rule 4.9(c), 16 CFR
4.9(c).3° Your comment will be kept
confidential only if the FTC General
Counsel, in his or her sole discretion,
grants your request in accordance with
the law and the public interest.

Postal mail addressed to the
Commission is subject to delay due to
heightened security screening. As a
result, we encourage you to submit your
comments online. To make sure that the
Commission considers your online
comment, you must file it at https://ftc
public.commentworks.com/ftc/
furproductslabelingnprm, by following
the instruction on the web-based form.
If this Notice appears at http://
www.regulations.gov, you also may file
a comment through that Web site.

If you file your comment on paper,
write “Fur Rules Review, 16 CFR Part
301, Project No. P074201” on your
comment and on the envelope, and mail
or deliver it to the following address:
Federal Trade Commission, Office of the
Secretary, Room H-113 (Annex O), 600
Pennsylvania Avenue NW., Washington,
DC 20580. If possible, submit your
paper comment to the Commission by
courier or overnight service.

Visit the Commission Web site at
http://www.ftc.gov to read this NPRM
and the news release describing it. The
FTC Act and other laws that the
Commission administers permit the
collection of public comments to
consider and use in this proceeding as
appropriate. The Commission will
consider all timely and responsive
public comments that it receives on or
before July 23, 2013. You can find more
information, including routine uses
permitted by the Privacy Act, in the
Commission’s privacy policy, at http://
www.ftc.gov/ftc/privacy.htm.

The Commission invites members of
the public to comment on any issues or
concerns they believe are relevant or
appropriate to the Commission’s
consideration of proposed amendments
to the Fur Rules. The Commission
requests that comments provide factual

301n particular, the written request for
confidential treatment that accompanies the
comment must include the factual and legal basis
for the request, and must identify the specific
portions of the comment to be withheld from the
public record. See FTC Rule 4.9(c), 16 CFR 4.9(c).
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data upon which they are based. In
addition to the issues raised above, the
Commission solicits public comment on
the costs and benefits to industry
members and consumers of each of the
proposals as well as the specific
questions identified below. These
questions are designed to assist the
public and should not be construed as
a limitation on the issues on which
public comment may be submitted.

Questions

1. Do the Fur Rules and the proposed
changes to the guaranty provisions in
sections 301.47 and 301.48 provide
sufficient flexibility for compliance
using electronic transmittal of
guaranties? If so, why and how? If not,
why not?

2. Should the Commission amend
section 301.47 by changing the term
“invoice” to “invoice or other
document” and removing ‘“‘the date of
shipment of the merchandise”? If so,
why? If not, why not?

3. Should the Commission revise the
proposed certification requirement for
continuing guaranties provided by
suppliers pursuant to section 301.487 If
so, why and how? If not, why not?

4. Should the Rules require those
providing a continuing guaranty
pursuant to section 301.48 to renew the
certification annually or at some other
interval? If so, why? If not, why not? To
what extent would requiring guarantors
to renew certifications annually increase
costs? What benefits would requiring
annual renewal provide?

5. What evidence supports your
answers?

V. Communications to Commissioners
and Commissioner Advisors by Outside
Parties

Written communications and
summaries or transcripts of oral
communications respecting the merits
of this proceeding from any outside
party to any Commissioner or
Commissioner’s advisor will be placed
on the public record.3?

VI. Regulatory Flexibility Act

The Regulatory Flexibility Act
(“RFA”’) 32 requires that the Commission
conduct an analysis of the anticipated
economic impact of the proposed
amendments on small entities. The
purpose of a regulatory flexibility
analysis is to ensure that an agency
considers the impacts on small entities
and examines regulatory alternatives
that could achieve the regulatory
purpose while minimizing burdens on

31 See 16 CFR 1.26(b)(5).
325 U.S.C. 601-612.

small entities. Section 605 of the RFA 33
provides that such an analysis is not
required if the agency head certifies that
the regulatory action will not have a
significant economic impact on a
substantial number of small entities.

The Commission believes that the
proposed amendments would not have
a significant economic impact upon
small entities, although it may affect a
substantial number of small businesses.
The proposed amendments clarify and
update the guaranty provisions of
sections 301.47 and 301.48 by, among
other things, replacing the requirement
that suppliers that provide a guaranty
sign under penalty of perjury with a
certification requirement for continuing
guaranties that must be renewed every
year.

In the Commission’s view, the
proposed amendments should not have
a significant or disproportionate impact
on the costs of small entities that
manufacture or import fur products.
Therefore, based on available
information, the Commission certifies
that amending the Rules as proposed
will not have a significant economic
impact on a substantial number of small
businesses.

Although the Commission certifies
under the RFA that the proposed
amendments would not, if promulgated,
have a significant impact on a
substantial number of small entities, the
Commission has determined,
nonetheless, that it is appropriate to
publish an Initial Regulatory Flexibility
Analysis to inquire into the impact of
the proposed amendments on small
entities. Therefore, the Commission has
prepared the following analysis:

A. Description of the Reasons That
Action by the Agency Is Being Taken

In response to public comments, the
Commission proposes amending the
Rules to update its fur guaranty
provisions.

B. Statement of the Objectives of, and
Legal Basis for, the Proposed
Amendments

The objective of the proposed
amendments is to clarify and update the
Rules’ guaranty provisions by, among
other things, replacing the requirement
that suppliers that provide a guaranty
sign under penalty of perjury with an
annually renewed certification. The Fur
Act authorizes the Commission to
implement its requirements through the
issuance of rules.

The proposed amendments would
clarify and update the Fur Rules
without imposing significant new

335 U.S.C. 605.

burdens or additional costs. The
proposal that continuing guaranty
certifications expire after one year
would likely impose minimal additional
costs on businesses that choose to
provide a guaranty. Providing a new
continuing guaranty each year would
likely entail minimal costs.

C. Small Entities to Which the Proposed
Amendments Will Apply

The Rules apply to various segments
of the fur industry, including
manufacturers and importers of furs and
fur products. Under the Small Business
Size Standards issued by the Small
Business Administration, apparel
manufacturers qualify as small
businesses if they have 500 or fewer
employees. Importers qualify as small
businesses if they have 100 or fewer
employees. The Commission’s staff has
estimated that approximately 1,290 fur
product manufacturers and importers
are covered by the Rules’ disclosure
requirements.34 A substantial number of
these entities likely qualify as small
businesses. The Commission estimates
that the proposed amendments will not
have a significant impact on small
businesses because they do not impose
any significant new obligations on them.
The Commission seeks comment and
information with regard to the estimated
number or nature of small business
entities for which the proposed
amendments would have a significant
impact.

D. Projected Reporting, Recordkeeping,
and Other Compliance Requirements,
Including Classes of Covered Small
Entities and Professional Skills Needed
To Comply

As explained earlier in this document,
the proposed amendments would clarify
and update the Rules’ guaranty
provisions by, among other things,
replacing the requirement that suppliers
that provide a guaranty sign under
penalty of perjury with a certification
requirement that must be renewed
annually. The small entities potentially
covered by these proposed amendments
will include all such entities already
subject to the existing Rules. The
professional skills necessary for
compliance with the Rules as modified
by the proposed amendments would
include clerical personnel to submit
guaranties and keep records. The
Commission invites comment and
information on these issues.

34 Federal Trade Commission: Agency
Information Collection Activities; Submission for
OMB Review; Comment Request, 7 FR 10744 (Feb.
23, 2012).
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E. Duplicative, Overlapping, or
Conflicting Federal Rules

The Commission has not identified
any other federal statutes, rules, or
policies that would duplicate, overlap,
or conflict with the proposed
amendments. The Commission invites
comment and information on this issue.

F. Significant Alternatives to the
Proposed Amendments

The Commission has not proposed
any specific small entity exemption or
other significant alternatives, as the
proposed amendments simply clarify
and update the Rules’ guaranty
provisions by, among other things,
replacing the requirement that suppliers
that provide a guaranty sign under
penalty of perjury with a certification
requirement. Under these limited
circumstances, the Commission does
not believe a special exemption for
small entities or significant compliance
alternatives are necessary or appropriate
to minimize the compliance burden, if
any, on small entities while achieving
the intended purposes of the proposed
amendments. As discussed above,
adopting NRF’s proposed changes is
unnecessary to allow electronic
compliance with the Fur Rules.

Nonetheless, the Commission seeks
comment and information on the need,
if any, for alternative compliance
methods that would reduce the
economic impact of the Fur Rules on
small entities. If the comments filed in
response to this document identify
small entities that would be affected by
the proposed amendments, as well as
alternative methods of compliance that
would reduce the economic impact of
the proposed amendments on such
entities, the Commission will consider
the feasibility of such alternatives and
determine whether they should be
incorporated into the final Rules.

VII. Paperwork Reduction Act

The Rules contain various ‘“collection
of information” (e.g., disclosure and
recordkeeping) requirements for which
the Commission has obtained OMB
clearance under the Paperwork
Reduction Act (“PRA”).35 As discussed
above, the Commission proposes

3544 U.S.C. 3501 et seq. The Commission recently
published its PRA burden estimates for the current
information collection requirements under the Fur
Rules. See Federal Trade Commission: Agency
Information Collection Activities; Proposed
Collection; Comment Request, 76 FR 77230 (Dec.
12, 2011) and Federal Trade Commission: Agency
Information Collection Activities; Submission for
OMB Review; Comment Request, 77 FR 10744 (Feb.
23, 2012). On March 26, 2012, OMB granted
clearance through March 31, 2015, for these
requirements and the associated PRA burden
estimates. The OMB control number is 3084-0101.

amending sections 301.47 and 301.48 to
clarify and update the Rules’ guaranty
provisions by, among other things,
replacing the requirement that suppliers
provide a guaranty signed under penalty
of perjury with a certification
requirement for continuing guaranties
that must be renewed every year.

The proposed amendments to the
guaranties would impose no additional
collection of information requirements.
The proposal that continuing guaranty
certifications expire after one year
would likely impose minimal additional
costs on businesses that choose to
provide a guaranty.

VIII. Proposed Rule
List of Subjects in 16 CFR Part 301

Furs, Labeling, Trade practices.

For the reasons discussed in the
preamble, the Federal Trade
Commission proposes to amend title 16,
Chapter I, Subchapter C, of the Code of
Federal Regulations, part 301, as
follows:

PART 301—RULES AND
REGULATIONS UNDER THE FUR
PRODUCTS LABELING ACT

m 1. The authority citation for part 301
continues to read as follows:

Authority: 15 U.S.C. 69 et seq.
m 2. Revise §301.47 toread as follows:

§301.47 Form of separate guaranty.

The following is a suggested form of
separate guaranty under section 10 of
the Act which may be used by a
guarantor residing in the United States,
on and as part of an invoice or other
document in which the merchandise
covered is listed and specified and
which shows the date of such document
and the signature and address of the
guarantor:

We guarantee that the fur products or
furs specified herein are not misbranded
nor falsely nor deceptively advertised or
invoiced under the provisions of the Fur
Products Labeling Act and rules and
regulations thereunder.

Note: The printed name and address on the

invoice or other document will suffice to
meet the signature and address requirements.

m 3. Amend § 301.48 by revising
paragraphs (a)(2) and (b) to read as
follows:

§301.48 Continuing guaranty filed with
Federal Trade Commission

(a] R

(2) Continuing guaranties filed with
the Commission shall continue in effect
for one year unless revoked earlier. The
guarantor shall promptly report any

change in business status to the
Commission.

* x %

(b) Any person who has a continuing
guaranty on file with the Commission
may, during the effective dates of the
guaranty, give notice of such fact by
setting forth on the invoice or other
document covering the marketing or
handling of the product guaranteed the
following: “Continuing guaranty under
the Fur Products Labeling Act filed with

the Federal Trade Commission.”
* * * * *

By direction of the Commission.
Donald S. Clark,
Secretary.
[FR Doc. 2013-14671 Filed 6-18-13; 8:45 am]
BILLING CODE 6750-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 866
[Docket No. FDA-2013-N-0544]

Microbiology Devices; Reclassification
of Nucleic Acid-Based Systems for
Mycobacterium tuberculosis Complex
in Respiratory Specimens

AGENCY: Food and Drug Administration,
HHS.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is proposing to
reclassify nucleic acid-based in vitro
diagnostic devices for the detection of
Mycobacterium tuberculosis complex in
respiratory specimens from class III
(premarket approval) into class II
(special controls). FDA is also issuing
the draft special controls guideline
entitled ““Class II Special Controls
Guideline: Nucleic Acid-Based In Vitro
Diagnostic Devices for the Detection of
Mycobacterium tuberculosis Complex in
Respiratory Specimens.” These devices
are intended to be used as an aid in the
diagnosis of pulmonary tuberculosis.

DATES: Submit either electronic or
written comments on the proposed rule
by August 19, 2013. See section XIII for
the proposed effective date of any final
rule that may publish based on this
proposal.

ADDRESSES: You may submit comments,
identified by Docket No. FDA—-2013-N-—
0544, by any of the following methods:
Electronic Submissions

Submit electronic comments in the
following way:
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e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.

Written Submissions

Submit written submissions in the
following ways:

e Mail/Hand delivery/Courier (for
paper or CD-ROM submissions):
Division of Dockets Management (HF A—
305), Food and Drug Administration,
5630 Fishers Lane, rm. 1061, Rockville,
MD 20852.

Instructions: All submissions received
must include the Agency name and
Docket No. FDA-2013-N-0544 for this
rulemaking. All comments received may
be posted without change to http://
www.regulations.gov, including any
personal information provided. For
additional information on submitting
comments, see the “Comments” heading
of the SUPPLEMENTARY INFORMATION
section of this document.

Docket: For access to the docket to
read background documents or
comments received, go to http://
www.regulations.gov and insert the
docket number(s), found in brackets in
the heading of this document, into the
“Search”” box and follow the prompts
and/or go to the Division of Dockets
Management, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852.

FOR FURTHER INFORMATION CONTACT:
Janice A. Washington, Center for
Devices and Radiological Health, Food
and Drug Administration, 10903 New
Hampshire Ave., Bldg. 66, rm. 5554,
Silver Spring, MD 20993-0002, 301—
796-6207

SUPPLEMENTARY INFORMATION:

I. Regulatory Authorities

The Federal Food, Drug, and Cosmetic
Act (the FD&C Act), as amended by the
Medical Device Amendments of 1976
(the 1976 amendments) (Public Law 94—
295), the Safe Medical Devices Act of
1990 (Pub. L. 101-629), and the Food
and Drug Administration Modernization
Act of 1997 (Pub. L. 105-115), the
Medical Device User Fee and
Modernization Act of 2002 (Pub. L. 107—
250), the Medical Devices Technical
Corrections Act (Pub. L. 108—-214), and
the Food and Drug Administration
Amendments Act of 2007 (Pub. L. 110—
85), establish a comprehensive system
for the regulation of medical devices
intended for human use. Section 513 of
the FD&C Act (21 U.S.C. 360c)
established three categories (classes) of
devices, reflecting the regulatory
controls needed to provide reasonable
assurance of their safety and
effectiveness. The three categories of
devices are class I (general controls),

class II (special controls), and class III
(premarket approval).

Under the FD&C Act, FDA clears or
approves the three classes of medical
devices for commercial distribution in
the United States through three
regulatory processes: Premarket
approval (PMA), product development
protocol, and premarket notification (a
premarket notification is generally
referred to as a ““‘510(k)’’ after the section
of the FD&C Act where the requirement
is found). The purpose of a premarket
notification is to demonstrate that the
new device is substantially equivalent
to a legally marketed predicate device.
Under section 513(i) of the FD&C Act,

a device is substantially equivalent if it
has the same intended use and
technological characteristics as a
predicate device, or has different
technological characteristics but data
demonstrate that the new device is as
safe and effective as the predicate
device and does not raise different
issues of safety or effectiveness.

FDA determines whether new devices
are substantially equivalent to
previously offered devices by means of
premarket notification procedures in
section 510(k) of the FD&C Act (21
U.S.C. 360(k)) and part 807 of the
regulations (21 CFR part 807). Section
510(k) of the FD&C Act and the
implementing regulations in part 807,
subpart E, require a person who intends
to market a medical device to submit a
premarket notification submission to
FDA before proposing to begin the
introduction, or delivery for
introduction into interstate commerce,
for commercial distribution of a device
intended for human use.

In accordance with section 513(f)(1) of
the FD&C Act, devices that were not in
commercial distribution before May 28,
1976, the date of enactment of the 1976
amendments, generally referred to as
postamendment devices, are classified
automatically by statute into class IIT
without any FDA rulemaking process.
These devices remain in class III and
require premarket approval, unless FDA
classifies the device into class I or class
II by issuing an order finding the device
to be substantially equivalent, in
accordance with section 513(i) of the
FD&C Act, to a predicate device that
does not require premarket approval or
the device is reclassified into class I or
class II. The Agency determines whether
new devices are substantially equivalent
to predicate devices by means of
premarket notification procedures in
section 510(k) of the FD&C Act and part
807 of FDA'’s regulations.

Section 513(f)(2) of the FD&C Act
establishes procedures for ““de novo”
risk-based review and classification of

postamendment devices automatically
classified into class III by section
513(f)(1). Under these procedures, any
person whose device is automatically
classified into class III by section
513(f)(1) of the FD&C Act may seek
reclassification into class I or II, either
after receipt of an order finding the
device to be not substantially
equivalent, in accordance with section
513(i) of the FD&C Act, to a predicate
device that does not require premarket
approval, or at any time after
determining there is no legally marketed
device upon which to base a
determination of substantial
equivalence. In addition, under section
513(f)(3) of the FD&C Act, FDA may
initiate, or the manufacturer or importer
of a device may petition for, the
reclassification of a device classified
into class III under section 513(f)(1).

II. Regulatory Background of the Device

A nucleic acid-based in vitro
diagnostic device for the detection of M.
tuberculosis complex in respiratory
specimens is a postamendment device
classified into class III under section
513(f)(1) of the FD&C Act in 1995.
Consistent with the FD&C Act and
FDA'’s regulations in 21 CFR 860.130(a),
FDA believes that these devices should
be reclassified from class III into class
II because there is sufficient information
from FDA’s accumulated experience
with these devices to establish special
controls that can provide reasonable
assurance of the device’s safety and
effectiveness.

I11. Identification

Nucleic acid-based in vitro diagnostic
devices for the detection of M.
tuberculosis complex in respiratory
specimens are qualitative nucleic acid-
based in vitro diagnostic devices
intended to detect M. tuberculosis
complex nucleic acids extracted from
human respiratory specimens. These
devices are non-multiplexed and
intended to be used as an aid in the
diagnosis of pulmonary tuberculosis
when used in conjunction with clinical
and other laboratory findings. These
devices do not include devices intended
to detect the presence of organism
mutations associated with drug
resistance. Respiratory specimens may
include sputum (induced or
expectorated), bronchial specimens
(e.g., bronchoalveolar lavage or
bronchial aspirate), or tracheal aspirates.

IV. Background for Proposed
Reclassification Decision

At an FDA/Centers for Disease

Control (CDC)/National Institute of
Allergy and Infectious Diseases public
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workshop entitled “Advancing the
Development of Diagnostic Tests and
Biomarkers for Tuberculosis”, held in
Silver Spring, MD, on June 7 and 8,
2010, the class III designation for
nucleic acid-based in vitro diagnostic
devices for the detection of M.
tuberculosis complex in respiratory
specimens was raised as a barrier to
advancing M. tuberculosis diagnostics
(Ref. 1). Based on discussion at the
public workshop, FDA agreed to
consider this issue further and
subsequently convened a meeting of the
Microbiology Devices Panel of the
Medical Devices Advisory Committee
on June 29, 2011. Panel members were
asked to discuss if sufficient risk
mitigation was possible for FDA to
initiate the reclassification process from
class III to class II devices for this
intended use through the drafting of a
special controls guidance. All panel
members expressed the opinion that
sufficient data and information exist
such that the risks of false positive and
false negative results can be mitigated to
allow a special controls guideline to be
created that would support
reclassification from class III to class II
for nucleic acid-based in vitro
diagnostic devices for the detection of
M. tuberculosis complex in respiratory
specimens (Ref. 2). All outside speakers
at the open public hearing session
during the meeting also spoke in favor
of reclassification.

V. Classification Recommendation

FDA is proposing that nucleic acid-
based in vitro diagnostic devices for the
detection of M. tuberculosis complex in
respiratory specimens be reclassified
from class III to class II. FDA believes
that class II with special controls
(guideline document) would provide
reasonable assurance of the safety and
effectiveness of the device. Section
510(m) of the FD&C Act provides that a
class I device may be exempt from the
premarket notification requirements
under section 510(k), if the Agency
determines that premarket notification
is not necessary to provide reasonable
assurance of the safety and effectiveness
of the device. For this device, FDA
believes that premarket notification is
necessary to provide reasonable
assurance of safety and effectiveness
and, therefore, does not intend to
exempt the device from the premarket
notification requirements.

VI. Risks to Health

After considering the information
discussed by the Microbiology Devices
Panel during the June 29, 2011, meeting,
the published literature, and the
Medical Device Reporting system

reports, FDA believes the following
risks are associated with nucleic acid-
based in vitro diagnostic devices for the
detection of M. tuberculosis complex in
respiratory specimens: (1) False positive
test results may lead to incorrect
treatment of the individual with
possible adverse effects. The patient
may be subjected to unnecessary
isolation and/or other human contact
limitations. Unnecessary contact
investigations may also occur; (2) False
negative test results could result in
disease progression and the risk of
transmitting disease to others; and (3)
Biosafety risks to health care workers
handling specimens and control
materials with the possibility of
transmission of tuberculosis infection to
health care workers.

VII. Summary of the Reasons for
Reclassification

FDA, consistent with the opinions
expressed by the Microbiology Devices
Panel of the Medical Devices Advisory
Committee, believes that the
establishment of special controls, in
addition to general controls, provides
reasonable assurance of the safety and
effectiveness of nucleic acid-based in
vitro diagnostic devices for the
detection of M. tuberculosis complex in
respiratory specimens.

1. The safety and effectiveness of
nucleic acid-based systems for M.
tuberculosis complex have become well-
established since approval of the first
device for this use in 1995.

2. The risk of false positive test results
can be mitigated by specifying
minimum performance standards in the
special controls guideline and including
information regarding patient
populations appropriate for testing in
the device labeling. Additional risk
mitigation strategies include the
indication for use that the device be
used as an aid to the diagnosis of
pulmonary tuberculosis in conjunction
with other clinical and laboratory
findings. The device also should be
accurately described and have labeling
that addresses issues specific to these
types of devices.

3. The risk of false negative test
results can be mitigated by specifying
minimum performance standards for
test sensitivity in the special controls
guideline and ensuring that different
patient populations are included in
clinical trials. Additional risk mitigation
strategies include the indication for use
that the device be used as an aid to the
diagnosis of pulmonary tuberculosis in
conjunction with other clinical and
laboratory findings. The device also
should be accurately described and have

appropriate labeling that addresses
issues specific to these types of devices.

4. Biosafety risks to health care
workers handling specimens and
control materials with the possibility of
transmission of tuberculosis infection to
health care workers could be addressed
similarly to existing devices of this type
that we have already approved. It is
believed there are no additional
biosafety risks introduced by
reclassification from class III to class II.
The need for appropriate biosafety
measures can be addressed in labeling
recommendations that are included in
the special controls guideline and by
adherence to recognized laboratory
biosafety procedures.

Based on FDA'’s review of published
literature, the information presented by
outside speakers invited to the
Microbiology Devices meeting, and the
opinions of panel members expressed at
that meeting, FDA believes that there is
a reasonable basis to determine that
nucleic acid-based in vitro diagnostic
devices for the detection of M.
tuberculosis complex in respiratory
specimens can provide the significant
benefit of rapid detection of infection in
patients with suspected tuberculosis as
compared to traditional means of
diagnosis. For patients with acid-fast
smear negative tuberculosis, nucleic
acid-based in vitro diagnostic devices
for the detection of M. tuberculosis
complex in respiratory specimens are
currently the only laboratory tests
available for rapid detection of active
pulmonary tuberculosis. Rapid
identification of patients with active
tuberculosis may have significant
benefits to the infected patient by earlier
diagnosis and management as well as
potentially significant effects on the
public health by limiting disease spread.

Nucleic acid-based in vitro diagnostic
devices for the detection of M.
tuberculosis complex in respiratory
specimens have been approved for
marketing by FDA for over 15 years.
There is substantial scientific and
medical information available regarding
the nature, complexity, and problems
associated with these devices. Revised
public health recommendations for use,
published by CDC on January 16, 2009,
recommended the use of nucleic acid
amplification testing in conjunction
with acid-fast microscopy and culture
and specifically states that “Nucleic
acid amplification testing should be
performed on at least one respiratory
specimen from each patient with signs
and symptoms of pulmonary
[tuberculosis] for whom a diagnosis of
[tuberculosis] is being considered but
has not yet been established, and for
whom the test result would alter case
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management or [tuberculosis] control
activities” (Ref 3).

VIII Special Controls

FDA believes that the measures set
forth in the special controls guideline

entitled “Nucleic Acid-Based In Vitro
Diagnostic Devices for the Detection of

Mjycobacterium tuberculosis Complex in

Respiratory Specimens” are necessary,
in addition to general controls, to

mitigate the risks to health described in
section VI in this document. As seen in
table 1, the special controls set forth in
the guideline for this device address
each of the identified risks.

TABLE 1—RISKS TO HEALTH AND MITIGATION MEASURES

Identified risks

Recommended mitigation measures

False positive test results may lead to incorrect treatment of the individual with possible adverse effects.
The patient may be subjected to unnecessary isolation and/or other human contact limitations. Un-

necessary contact investigations may also occur.

False negative test results could result in disease progression, and the risk of transmitting disease to

others.

Biosafety risks to health care workers handling specimens and control materials with the possibility of

transmission of tuberculosis infection to health care workers.

Device Description.
Performance Studies.
Labeling.

Device Description.
Performance Studies.
Labeling.

Labeling.

If this proposed rule is finalized,
nucleic acid-based in vitro diagnostic
devices for the detection of M.
tuberculosis complex in respiratory
specimens will be reclassified into class
II. As discussed in this document, the
reclassification will be codified in 21
CFR 866.3372. Firms submitting a
510(k) for a nucleic acid-based in vitro
diagnostic devices for the detection of
M. tuberculosis complex in respiratory
specimens will need either to: (1)
Comply with the particular mitigation
measures set forth in the special
controls guideline or (2) use alternative
mitigation measures, but demonstrate to
the Agency’s satisfaction that alternative
measures identified by the firm will
provide at least an equivalent assurance
of safety and effectiveness. Adherence
to the criteria in the guideline, when
finalized, in addition to the general
controls, is necessary to provide a
reasonable assurance of the safety and
effectiveness of the devices.

IX. Electronic Access to the Special
Controls Guideline

Persons interested in obtaining a copy
of the draft guideline may do so by
using the Internet. A search capability
for all Center for Devices and
Radiological Health guidelines and
guidance documents is available at
http://www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/
GuidanceDocuments/default.htm. The
guideline is also available at http://
www.regulations.gov.

To receive “Class II Special Controls
Guideline: Nucleic Acid-Based In Vitro
Diagnostic Devices for the Detection of
Mycobacterium tuberculosis Complex in
Respiratory Specimens,” you may either
send an email request to
dsmica@fda.hhs.gov to receive an
electronic copy of the document or send
a fax request to 301-847—8149 to receive
a hard copy. Please use the document

number 1788 to identify the guideline
you are requesting.

X. Environmental Impact

The Agency has determined under 21
CFR 25.34(b) that this proposed
reclassification 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.

XI. Paperwork Reduction Act of 1995

This proposed rule refers to
previously approved collections of
information found in FDA regulations.
These collections of information are
subject to review by the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act of 1995
(44 U.S.C. 3501-3520). The collections
of information in 21 CFR 56.115 have
been approved under OMB control
number 0910-0130; the collections of
information in 21 CFR part 807, subpart
E have been approved under OMB
control number 0910-0120; the
collections of information in 21 CFR
part 812 have been approved under
OMB control number 0910-0078; the
collections of information in 21 CFR
part 820 have been approved under
OMB control number 0910-0073; and
the collections of information in 21 CFR
part 801 and 21 CFR 809.10 have been
approved under OMB control number
0910-04385.

XII. Clarifications to Special Controls
Guidelines

This special controls guideline
reflects changes the Agency is making to
clarify its position on the binding nature
of special controls. The changes include
referring to the document as a
“guideline,” as that term is used in
section 513(a) of the FD&C Act, which

the Secretary has developed and
disseminated to provide a reasonable
assurance of safety and effectiveness for
class II devices, and not a “‘guidance,”
as that term is used in 21 CFR 10.115.
The guideline clarifies that firms will
need either to: (1) Comply with the
particular mitigation measures set forth
in the special controls guideline or (2)
use alternative mitigation measures, but
demonstrate to the Agency’s satisfaction
that those alternative measures
identified by the firm will provide at
least an equivalent assurance of safety
and effectiveness. Finally, the guideline
uses mandatory language to emphasize
that firms must comply with special
controls to legally market their class II
devices. These revisions do not
represent a change in FDA’s position
about the binding effect of special
controls, but rather are intended to
address any possible confusion or
misunderstanding.

XIII. Proposed Effective Date

FDA proposes that any final
regulation based on this proposed rule
become effective 30 days after its date
of publication in the Federal Register.

XIV. Analysis of Impacts

FDA has examined the impacts of the
proposed rule under Executive Order
12866, Executive Order 13563, the
Regulatory Flexibility Act (5 U.S.C.
601-612), and the Unfunded Mandates
Reform Act of 1995 (Pub. L. 104—-4).
Executive Orders 12866 and 13563
direct Agencies to assess all costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). The Agency
believes that this proposed rule is not a
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significant regulatory action as defined
by Executive Order 12866.

The Regulatory Flexibility Act
requires Agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Because the proposed
reclassification would relieve
manufacturers of premarket approval
requirements of section 515 of the FD&C
Act (21 U.S.C. 360e) it would not create
new burdens. Thus, the Agency
proposes to certify that the proposed
rule, if finalized, will 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 $139
million, using the most current (2011)
Implicit Price Deflator for the Gross
Domestic Product. FDA does not expect
this proposed rule, if finalized, to result
in any 1-year expenditure that would
meet or exceed this amount.

Our estimate of benefits annualized
over 20 years is $11.85 million at a 3
percent discount rate and $7.83 million
at a 7 percent discount rate. The change
in pre- and post-marketing requirements
between a 510(k) and a PMA lead to
benefits in the form of reduced
submission costs, review-related
activities, and inspections. Another
unquantifiable benefit from the rule is
that a decrease in entry could lead to
further product innovation. FDA is
unable to quantify the costs that could
arise if there is a change in risk which
could lead to adverse events, recalls,
warning letters, or unlisted letters.

The full discussion of economic
impacts is available in docket FDA—
2013-N-0544 at http://
www.regulations.gov, and at http://
www.fda.gov/AboutFDA/
ReportsManualsForms/Reports/
EconomicAnalyses/default.htm (Ref. 4).

XV. Comments

Interested persons may submit either
electronic comments regarding this
document or the associated Special
Controls guideline to http://
www.regulations.gov or written
comments to the Division of Dockets
Management (see ADDRESSES). It is only
necessary to send one set of comments.
Identify comments with the docket

number found in brackets in the
heading of this document. Received
comments may be seen in the Division
of Dockets Management between 9 a.m.
and 4 p.m., Monday through Friday, and
will be posted to the docket at http://
www.regulations.gov.

XVI. References

The following references have been
placed on display in the Dockets
Management Branch (see ADDRESSES)
and may be seen by interested persons
between 9 a.m. and 4 p.m., Monday
through Friday, and are available
electronically at http://
www.regulations.gov. (FDA has verified
all the Web site addresses in this
reference section, but we are not
responsible for any subsequent changes
to the Web sites after this document
publishes in the Federal Register.)

1. Transcript of the Tuberculosis Public
Workshop, June 7, 2010, (Available at: http://
www.fda.gov/downloads/ScienceResearch/
SpecialTopics/CriticalPathInitiative/
UpcomingEventsonCPI/UCM289182.doc,
accessed on January 25, 2012.)

2. Transcript of FDA’s Microbiology
Devices Panel Meeting, June 29, 2011.
(Available at: http://www.fda.gov/
downloads/AdvisoryCommittees/
CommitteesMeetingMaterials/
MedicalDevices/
MedicalDevicesAdvisoryCommittee/
MicrobiologyDevicesPanel/UCM269469.pdf.)

3. “Updated Guidelines for the Use of
Nucleic Acid Amplification Tests in the
Diagnosis of Tuberculosis,” Morbidity and
Mortality Weekly Report (MMWR), vol. 58,
pp. 7-10, January 16, 2009. (Available at:
http://www.cdc.gov/mmwr/preview/
mmwrhtml/mmb5801a3.htm, accessed on July
26, 2011.)

4. Full Disclosure Preliminary Regulatory
Impact Analysis of the proposed rule
“Microbiology Devices; Reclassification of
Nucleic Acid-Based Systems for
Mycobacterium tuberculosis Complex in
Respiratory Specimens,” Docket No. FDA-
2013-N-0544.

List of Subjects in 21 CFR Part 866

Biologics, Laboratories, Medical
devices.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, it is proposed that
21 CFR part 866 is amended as follows:

PART 866—IMMUNOLOGY AND
MICROBIOLOGY DEVICES

m 1. The authority citation for part 866
continues to read as follows:

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

m 2. Add § 866.3372 to subpart D to read
as follows:

§866.3372 Nucleic acid-based in vitro
diagnostic devices for the detection of
Mycobacterium tuberculosis complex in
respiratory specimens.

(a) Identification. Nucleic acid-based
in vitro diagnostic devices for the
detection of Mycobacterium
tuberculosis complex in respiratory
specimens are qualitative nucleic acid-
based in vitro diagnostic devices
intended to detect Mycobacterium
tuberculosis complex nucleic acids
extracted from human respiratory
specimens. These devices are non-
multiplexed and intended to be used as
an aid in the diagnosis of pulmonary
tuberculosis when used in conjunction
with clinical and other laboratory
findings. These devices do not include
devices intended to detect the presence
of organism mutations associated with
drug resistance. Respiratory specimens
may include sputum (induced or
expectorated), bronchial specimens
(e.g., bronchoalveolar lavage or
bronchial aspirate), or tracheal aspirates.

(b) Classification. Class II (special
controls). The special control for this
device is the FDA document entitled
“Class II Special Controls Guideline:
Nucleic Acid-Based In Vitro Diagnostic
Devices for the Detection of
Mycobacterium tuberculosis Complex in
Respiratory Specimens.” For availability
of the guideline document, see
§866.1(e).

Dated: June 12, 2013.

Leslie Kux,

Assistant Commissioner for Policy.

[FR Doc. 2013-14552 Filed 6-18-13; 8:45 am]
BILLING CODE 4160-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 870
[Docket No. FDA-2013-N-0581]

Cardiovascular Devices;
Reclassification of Intra-Aortic Balloon
and Control Systems (IABP) for Acute
Coronary Syndrome, Cardiac and Non-
Cardiac Surgery, or Complications of
Heart Failure; Effective Date of
Requirement for Premarket Approval
for IABP for Other Specific Intended
Uses

AGENCY: Food and Drug Administration,
HHS.

ACTION: Proposed order.

SUMMARY: The Food and Drug
Administration (FDA) is issuing a
proposed administrative order to
reclassify intra-aortic balloon and
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control system devices when indicated
for acute coronary syndrome, cardiac
and non-cardiac surgery, or
complications of heart failure, a
preamendments class III device, into
class II (special controls) based on new
information. FDA is also proposing to
require the filing of a premarket
approval application (PMA) or a notice
of completion of a product development
protocol (PDP) for intra-aortic balloon
and control systems when indicated for
septic shock or pulsatile flow
generation. The Agency is also
summarizing its proposed findings
regarding the degree of risk of illness or
injury designed to be eliminated or
reduced by requiring the devices to
meet the statute’s approval requirements
when indicated for septic shock or
pulsatile flow generation. In addition,
FDA is announcing the opportunity for
interested persons to request that the
Agency change the classification of any
of the devices mentioned in this
document based on new information.
This action implements certain statutory
requirements.

DATES: Submit either electronic or
written comments by September 17,
2013. FDA intends that, if a final order
based on this proposed order is issued,
anyone who wishes to continue to
market intra-aortic balloon and control
system devices indicated for septic
shock or pulsatile flow generation will
need to file a PMA or a notice of
completion of a PDP within 90 days of
the effective date of the final order. See
section XVII of this document for the
proposed effective date of any final
order based on this proposed order.

ADDRESSES: You may submit comments,
identified by Docket No. FDA-2013-N—
0581, by any of the following methods:

Electronic Submissions

Submit electronic comments in the
following way:

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

Written Submissions

Submit written submissions in the
following ways:

e Mail/Hand delivery/Courier (for
paper or CD—ROM submissions):
Division of Dockets Management (HFA—
305), Food and Drug Administration,
5630 Fishers Lane, Rm. 1061, Rockville,
MD 20852.

Instructions: All submissions received
must include the Agency name and
Docket No. FDA-2013-N-0581 for this
rulemaking. All comments received may
be posted without change to http://
www.regulations.gov, including any

personal information provided. For
additional information on submitting
comments, see the “Comments”” heading
of the SUPPLEMENTARY INFORMATION
section.

Docket: For access to the docket to
read background documents or
comments received, go to http://
www.regulations.gov and insert the
docket number, found in brackets in the
heading of this document, into the
“Search” box and follow the prompts
and/or go to the Division of Dockets
Management, 5630 Fishers Lane, Rm.
1061, Rockville, MD 20852.

FOR FURTHER INFORMATION CONTACT:
Angela Krueger, Center for Devices and
Radiological Health, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 66, Rm. 1666, Silver Spring,
MD 20993, 301-796-6380,
angela.krueger@fda.hhs.gov.

SUPPLEMENTARY INFORMATION:

I. Background—Regulatory Authorities

The Federal Food, Drug, and Cosmetic
Act (the FD&C Act), as amended by the
Medical Device Amendments of 1976
(the 1976 amendments) (Pub. L. 94—
295), the Safe Medical Devices Act of
1990 (Pub. L. 101-629), the Food and
Drug Administration Modernization Act
of 1997 (FDAMA) (Pub. L. 105-115), the
Medical Device User Fee and
Modernization Act of 2002 (Pub. L. 107—-
250), the Medical Devices Technical
Corrections Act (Pub. L. 108—-214), the
Food and Drug Administration
Amendments Act of 2007 (Pub. L. 110—
85), and the Food and Drug
Administration Safety and Innovation
Act (FDASIA) (Pub. L. 112-144),
establish a comprehensive system for
the regulation of medical devices
intended for human use. Section 513 of
the FD&C Act (21 U.S.C. 360c)
established three categories (classes) of
devices, reflecting the regulatory
controls needed to provide reasonable
assurance of their safety and
effectiveness. The three categories of
devices are class I (general controls),
class II (special controls), and class II
(premarket approval).

Under section 513 of the FD&C Act,
devices that were in commercial
distribution before the enactment of the
1976 amendments, May 28, 1976
(generally referred to as preamendments
devices), are classified after FDA has: (1)
Received a recommendation from a
device classification panel (an FDA
advisory committee); (2) published the
panel’s recommendation for comment,
along with a proposed regulation
classifying the device; and (3) published
a final regulation classifying the device.
FDA has classified most

preamendments devices under these
procedures.

Devices that were not in commercial
distribution prior to May 28, 1976
(generally referred to as
postamendments devices), are
automatically classified by section
513(f) of the FD&C Act into class III
without any FDA rulemaking process.
Those devices remain in class III and
require premarket approval unless, and
until, the device is reclassified into class
I or IT or FDA issues an order finding the
device to be substantially equivalent, in
accordance with section 513(i) of the
FD&C Act, to a predicate device that
does not require premarket approval.
The Agency determines whether new
devices are substantially equivalent to
predicate devices by means of
premarket notification procedures in
section 510(k) of the FD&C Act (21
U.S.C. 360(k)) and part 807 (21 CFR part
807).

A preamendments device that has
been classified into class III and devices
found substantially equivalent by means
of premarket notification (510(k))
procedures to such a preamendments
device or to a device within that type
may be marketed without submission of
a PMA until FDA issues a final order
under section 515(b) of the FD&C Act
(21 U.S.C. 360e(b)) requiring premarket
approval or until the device is
subsequently reclassified into class I or
class II.

Although, under the FD&C Act, the
manufacturer of class III
preamendments device may respond to
the call for PMAs by filing a PMA or a
notice of completion of a PDP, in
practice, the option of filing a notice of
completion of a PDP has not been used.
For simplicity, although corresponding
requirements for PDPs remain available
to manufacturers in response to a final
order under section 515(b) of the FD&C
Act, this document will refer only to the
requirement for the filing and receiving
approval of a PMA.

On July 9, 2012, FDASIA was enacted.
Section 608(a) of FDASIA amended
section 513(e) of the FD&C Act,
changing the process for reclassifying a
device from rulemaking to an
administrative order. Section 608(b) of
FDASIA amended section 515(b) of the
FD&C Act changing the process for
requiring premarket approval for a
preamendments class III device from
rulemaking to an administrative order.

A. Reclassification

FDA is publishing this document to
propose the reclassification of intra-
aortic balloon and control system
devices when indicated for acute
coronary syndrome, cardiac and non-
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cardiac surgery, or complications of
heart failure from class III to class II.

Section 513(e) of the FD&C Act
governs reclassification of classified
preamendments devices. This section
provides that FDA may, by
administrative order, reclassify a device
based upon “new information.” FDA
can initiate a reclassification under
section 513(e) or an interested person
may petition FDA to reclassify a
preamendments device. The term “new
information,” as used in section 513(e)
of the FD&C Act, includes information
developed as a result of a reevaluation
of the data before the Agency when the
device was originally classified, as well
as information not presented, not
available, or not developed at that time.
(See, e.g., Holland-Rantos Co. v. United
States Department of Health, Education,
and Welfare, 587 F.2d 1173, 1174 n.1
(D.C. Cir. 1978); Upjohn v. Finch, 422
F.2d 944 (6th Cir. 1970); Bell v.
Goddard, 366 F.2d 177 (7th Cir. 1966).)

Reevaluation of the data previously
before the Agency is an appropriate
basis for subsequent action where the
reevaluation is made in light of newly
available authority (see Bell, 366 F.2d at
181; Ethicon, Inc. v. FDA, 762 F.Supp.
382, 388-391 (D.D.C. 1991)), or in light
of changes in “medical science”
(Upjohn, 422 F.2d at 951). Whether data
before the Agency are old or new data,
the “new information” to support
reclassification under section 513(e)
must be “valid scientific evidence,” as
defined in section 513(a)(3) of the FD&C
Act and §860.7(c)(2) (21 CFR
860.7(c)(2)). (See, e.g., General Medical
Co.v. FDA, 770 F.2d 214 (D.C. Cir.
1985); Contact Lens Association v. FDA,
766 F.2d 592 (D.C. Cir.), cert. denied,
474 U.S. 1062 (1985).)

FDA relies upon ‘““valid scientific
evidence” in the classification process
to determine the level of regulation for
devices. To be considered in the
reclassification process, the valid
scientific evidence upon which the
Agency relies must be publicly
available. Publicly available information
excludes trade secret and/or
confidential commercial information,
e.g., the contents of a pending PMA.
(See section 520(c) of the FD&C Act (21
U.S.C. 360j(c)).) Section 520(h)(4) of the
FD&C Act, added by FDAMA, provides
that FDA may use, for reclassification of
a device, certain information in a PMA
6 years after the application has been
approved. This can include information
from clinical and preclinical tests or
studies that demonstrate the safety or
effectiveness of the device but does not
include descriptions of methods of
manufacture or product composition
and other trade secrets.

Section 513(e)(1) of the FD&C Act sets
forth the process for issuing a final
order. Specifically, prior to the issuance
of a final order reclassifying a device,
the following must occur: (1)
Publication of a proposed order in the
Federal Register; (2) a meeting of a
device classification panel described in
section 513(b) of the FD&C Act; and (3)
consideration of comments to a public
docket. FDA has held a meeting of a
device classification panel described in
section 513(b) of the FD&C Act with
respect to intra-aortic balloon and
control system devices, and therefore,
has met this requirement under section
515(b)(1) of the FD&C Act.

FDAMA added section 510(m) to the
FD&C Act, which provides that a class
IT device may be exempted from the
premarket notification requirements
under section 510(k) of the FD&C Act,
if the Agency determines that premarket
notification is not necessary to assure
the safety and effectiveness of the
device.

B. Requirement for Premarket Approval
Application

FDA is proposing to require PMAs for
intra-aortic balloon and control system
devices when indicated for septic shock
or pulsatile flow generation.

Section 515(b)(1) of the FD&C Act sets
forth the process for issuing a final
order. Specifically, prior to the issuance
of a final order requiring premarket
approval for a preamendments class III
device, the following must occur: (1)
Publication of a proposed order in the
Federal Register; (2) a meeting of a
device classification panel described in
section 513(b) of the FD&C Act; and (3)
consideration of comments from all
affected stakeholders, including
patients, payers, and providers. FDA has
held a meeting of a device classification
panel described in section 513(b) of the
FD&C Act with respect to intra-aortic
balloon and control system devices, and
therefore, has met this requirement
under section 515(b)(1) of the FD&C Act.

Section 515(b)(2) of the FD&C Act
provides that a proposed order to
require premarket approval shall
contain: (1) The proposed order, (2) the
proposed findings with respect to the
degree of risk of illness or injury
designed to be eliminated or reduced by
requiring the device to have an
approved PMA or a declared completed
PDP and the benefit to the public from
the use of the device, (3) an opportunity
for the submission of comments on the
proposed order and the proposed
findings, and (4) an opportunity to
request a change in the classification of
the device based on new information

relevant to the classification of the
device.

Section 515(b)(3) of the FD&C Act
provides that FDA shall, after the close
of the comment period on the proposed
order, consideration of any comments
received, and a meeting of a device
classification panel described in section
513(b) of the FD&C Act, issue a final
order to require premarket approval or
publish a document terminating the
proceeding together with the reasons for
such termination. If FDA terminates the
proceeding, FDA is required to initiate
reclassification of the device under
section 513(e) of the FD&C Act, unless
the reason for termination is that the
device is a banned device under section
516 of the FD&C Act (21 U.S.C. 360f).

A preamendments class III device
may be commercially distributed
without a PMA until 90 days after FDA
issues a final order (a final rule issued
under section 515(b) of the FD&C Act
prior to the enactment of FDASIA is
considered to be a final order for
purposes of section 501(f) of the FD&C
Act (21 U.S.C. 351(f))) requiring
premarket approval for the device, or 30
months after final classification of the
device under section 513 of the FD&C
Act, whichever is later. For intra-aortic
balloon and control system devices, the
preamendments class III devices that are
the subject of this proposal, the later of
these two time periods is the 90-day
period. Since these devices were
classified in 1980, the 30-month period
has expired (45 FR 7939; February 5,
1980). Therefore, if the proposal to
require premarket approval for intra-
aortic balloon and control system
devices indicated for septic shock or
pulsatile flow generation is finalized,
section 501(f)(2)(B) of the FD&C Act
requires that a PMA for such device be
filed within 90 days of the date of
issuance of the final order. If a PMA is
not filed for such device within 90 days
after the issuance of a final order, the
device would be deemed adulterated
under section 501(f) of the FD&C Act.

Also, a preamendments device subject
to the order process under section
515(b) of the FD&C Act is not required
to have an approved investigational
device exemption (IDE) (see part 812 (21
CFR part 812)) contemporaneous with
its interstate distribution until the date
identified by FDA in the final order
requiring the filing of a PMA for the
device. At that time, an IDE is required
only if a PMA has not been filed. If the
manufacturer, importer, or other
sponsor of the device submits an IDE
application and FDA approves it, the
device may be distributed for
investigational use. If a PMA is not filed
by the later of the two dates, and the
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device is not distributed for
investigational use under an IDE, the
device is deemed to be adulterated
within the meaning of section
501(f)(1)(A) of the FD&C Act, and
subject to seizure and condemnation
under section 304 of the FD&C Act (21
U.S.C. 334) if its distribution continues.
Other enforcement actions include, but
are not limited to, the following:
Shipment of devices in interstate
commerce will be subject to injunction
under section 302 of the FD&C Act (21
U.S.C. 332), and the individuals
responsible for such shipment will be
subject to prosecution under section 303
of the FD&C Act (21 U.S.C. 333). In the
past, FDA has requested that
manufacturers take action to prevent the
further use of devices for which no PMA
has been filed and may determine that
such a request is appropriate for the
class III devices that are the subject of
this proposed order, if finalized.

In accordance with section 515(b) of
the FD&C Act, interested persons are
being offered the opportunity to request
reclassification of intra-aortic balloon
and control system devices indicated for
septic shock or pulsatile flow
generation.

II. Regulatory History of the Device

In the preamble to the proposed rule
(44 FR 13369; March 9, 1979), the
Cardiovascular Device Classification
Panel (the 1979 Panel) recommended
that intra-aortic balloon and control
system devices be classified into class
III because the device is life-supporting,
and there was insufficient medical and
scientific information to establish a
standard to assure the safety and
effectiveness of the device. The 1979
Panel noted that controversy exists as to
whether the device is beneficial in many
situations in which it is used and that
it is difficult to use the device safely and
effectively. The 1979 Panel further
noted that accurate and precise labeling
and directions for use are especially
critical and voiced concern that the
various components of the device would
not function properly if its modular
components were poorly matched. The
1979 Panel indicated that the balloon of
the device is used within the main
artery of the body and because this
portion of the device is in contact with
internal tissues and blood, the materials
used with it require special controls,
and because the device is electrically
powered and portions of the device may
be in direct contact with the heart, the
electrical characteristics of the device,
e.g., electrical leakage current, need to
meet certain requirements.
Additionally, if the design of the device
is inadequate for accurate and precise

blood pumping, a resulting failure could
lead to death. Consequently, the 1979
Panel believed that premarket approval
was necessary to assure the safety and
effectiveness of the device. In 1980,
FDA classified intra-aortic balloon and
control system devices into class III after
receiving no comments on the proposed
rule (45 FR 7939; February 5, 1980).

In 1987, FDA published a clarification
by inserting language in the codified
language stating that no effective date
had been established for the
requirement for premarket approval for
intra-aortic balloon and control system
devices (52 FR 17736; May 11, 1987).

In 2009, FDA published an order for
the submission of information on intra-
aortic balloon and control system
devices by August 7, 2009 (74 FR 16214;
April 9, 2009). FDA received four
responses to that order from device
manufacturers. One manufacturer stated
in their response that they were “not
aware of adequate and valid scientific
information that would support
reclassification of the device to Class I
or I1.” The other three manufacturers
recommended that intra-aortic balloon
and control system devices be
reclassified to class II. The
manufacturers stated that safety and
effectiveness of these devices may be
assured based on data available in the
clinical literature; preclinical and
clinical testing; 40 or more years of
knowledge and information regarding
the clinical use of the devices; and the
overall number of marketed devices.

As explained further in sections VII
and XI of this document, a meeting of
the Circulatory System Devices Panel
(the 2012 Panel) took place December 5,
2012, to discuss whether intra-aortic
balloon and control system devices
should be reclassified or remain in class
III. The 2012 Panel recommended that
intra-aortic balloon and control system
devices be reclassified to class II with
special controls when indicated for
acute coronary syndrome, cardiac and
non-cardiac surgery, or complications of
heart failure based on available
evidence that supports the safety and
effectiveness of the devices for these
uses and the ability of special controls
to mitigate identified risks to health.
The 2012 Panel also recommended that
intra-aortic balloon and control system
devices indicated for septic shock or
pulsatile flow generation remain in class
III because the devices are life-
supporting and there was insufficient
information to establish special controls
for these uses. FDA is not aware of new
information that would provide a basis
for a different recommendation or
findings.

III. Device Description

An intra-aortic balloon and control
system, also known as an intra-aortic
balloon pump (IABP), consists of a
balloon, which inflates and deflates in
synchronization with the cardiac cycle,
and console, which provides the
pneumatic flow of helium to the balloon
so that it can inflate and deflate. The
balloon is usually manufactured from
polyurethane. It is inserted through the
femoral artery and resides in the
descending aorta. Conventional timing
sets inflation of the balloon to occur at
the onset of diastole or the aortic valve
closure timepoint. During diastole, the
balloon will inflate, increasing blood
flow to the coronary arteries, therefore
increasing myocardial oxygen supply.
The balloon remains inflated throughout
the diastolic phase, maintaining the
increased pressure in the aorta. The
deflation of the balloon takes place at
the onset of systole during the
isovolumetric contraction or very early
in the systolic ejection phase. This
deflation will cause a decrease in
pressure in the aorta and this decrease
in pressure assists the left ventricle by
reducing the pressure that needs to be
generated to achieve ejection through
the aortic valve. As the balloon deflates
during systole, it increases blood flow to
the systemic circulation by reducing
afterload and also decreases the oxygen
demand of the myocardium.

The console includes software that
controls the inflation and deflation of
the balloon based upon the patient’s
electrocardiogram or arterial pressure
waveform. The console also controls the
amount of helium that is transferred
from the internal helium cylinder to the
balloon. Most balloons come in sizes of
30cc, 40cc, and 50cc with a catheter
diameter of 7.5Fr or 8Fr.

IV. Proposed Reclassification

FDA is proposing that intra-aortic
balloon and control system devices
when indicated for acute coronary
syndrome, cardiac and non-cardiac
surgery, or complications of heart
failure be reclassified from class III to
class II. In this proposed order, the
Agency has identified special controls
under section 513(a)(1)(B) of the FD&C
Act that, together with general controls
applicable to the devices, would
provide reasonable assurance of their
safety and effectiveness. Absent the
special controls identified in this
proposed order, general controls
applicable to the device are insufficient
to provide reasonable assurance of the
safety and effectiveness of the device.

Therefore, in accordance with
sections 513(e) and 515(i) of the FD&C
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Act and § 860.130, based on new
information with respect to the devices
and taking into account the public
health benefit of the use of the device
and the nature and known incidence of
the risk of the device, FDA, on its own
initiative, is proposing to reclassify this
preamendments class III device into
class I when indicated for acute
coronary syndrome, cardiac and non-
cardiac surgery, or complications of
heart failure. FDA believes that this new
information is sufficient to demonstrate
that the proposed special controls can
effectively mitigate the risks to health
identified in the next section, and that
these special controls, together with
general controls, will provide a
reasonable assurance of safety and
effectiveness for intra-aortic balloon and
control system devices when indicated
for acute coronary syndrome, cardiac
and non-cardiac surgery, or
complications of heart failure.

Section 510(m) of the FD&C Act
authorizes the Agency to exempt class II
devices from premarket notification
(510(k)) submission. FDA has
considered intra-aortic balloon and
control system devices when indicated
for acute coronary syndrome, cardiac
and non-cardiac surgery, or
complications of heart failure in
accordance with the reserved criteria set
forth in section 513(a) of the FD&C Act
and decided that the device requires
premarket notification. Therefore, the
Agency does not intend to exempt this
proposed class II device from premarket
notification (510(k)) submission.

V. Risks to Health

After considering available
information, including the
recommendations of the advisory
committees (panels) for the
classification of these devices, FDA has
evaluated the risks to health associated
with the use of intra-aortic balloon and
control system devices and determined
that the following risks to health are
associated with its use:

e Cardiac arrhythmias or electrical
shock: Excessive electrical leakage
current can disturb the normal
electrophysiology of the heart, leading
to the onset of cardiac arrhythmias.

¢ Ineffective cardiac assist (poor
augmentation): Failure to sense or
synchronize on heartbeat, failure to
inflate and deflate at the proper
intervals, and/or failure of the balloon to
fully unwrap can lead to improper or
ineffective pumping of blood.

e Thromboembolism: Inadequate
blood compatibility of the materials
used in this device and/or inadequate
surface finish and cleanliness can lead

to potentially debilitating or fatal
thromboemboli.

e Aortic rupture or dissection:
Improper sizing or over inflation of the
balloon can cause a rupture in the main
artery.

e Limb ischemia: Improper operation
of the device which restricts blood flow
to the peripheral vascular tree results in
tissue ischemia in the limbs.

e Gas embolism: Balloon rupture or a
leak in the balloon can cause potentially
debilitating or fatal gas emboli to escape
into the bloodstream.

e Hemolysis: Poor material-blood
compatibility or excessive disruption of
the normal hemodynamic flow patterns
can cause hemolysis.

o Infection: Defects in the design or
construction of the device preventing
adequate sterilization can allow
pathogenic organisms to be introduced
and may cause an infection in a patient.

o Insertion site bleeding: Improper
sizing of the cannula can cause trauma
to the artery during insertion of the
catheter.

e Thrombus/large blood clots: Leaks
of the membrane (balloon surface) or
catheter can result in gaseous embolic
injury of organs or cause a large blood
clot to form within the balloon
membrane requiring surgical removal of
the catheter.

o Balloon entrapment: A balloon
perforation can cause blood to enter the
balloon forming a large hardened mass
of blood within the balloon. This can
cause the balloon to become “entrapped
“in the femoral/iliac system upon
removal. Balloon entrapment is
characterized by undue resistance to
balloon removal.

e Insertion difficulty/inability to
insert the catheter: Device sizing,
insertion technique and/or patient
anatomy, specifically tortuous and/or
narrowed femoral arteries, can cause
insertion difficulties. As a result,
therapy can be delayed and there could
be an increased risk of vascular damage
and/or bleeding due to forceful
insertion.

o Vessel occlusion resulting in
ischemia, infarction to an organ
(including paraplegia) and/or
compartment syndrome: Malposition of
the balloon can compromise circulation
due to large vessel occlusion from
catheter migration, resulting in
ischemia, infarction to an organ or
increased compartment pressures,
leading to muscle and nerve damage.
Vessel occlusion can also be caused by
dislodged atherosclerotic plaque and/or
clots.

e Thrombocytopenia: Improper
inflation of the balloon can cause a drop
in platelets.

e Stroke: Mechanical disruption of
atheroma or thrombus liberation causing
embolism; disruption of the cranial
circulation by the balloon, including
obstruction, dissection or perforation; or
complications resulting from the use of
anticoagulation, can lead to stroke.

e Death: Mechanical failure of the
device, vascular complications or
bleeding can lead to death.

VI. Summary of Reasons for
Reclassification

If properly manufactured and used as
intended, intra-aortic balloon and
control system devices can provide a
treatment option for patients when
indicated for acute coronary syndrome,
cardiac and non-cardiac surgery, or
complications of heart failure, by
increasing myocardial oxygen supply,
decreasing myocardial oxygen demand,
and improving cardiac output. FDA
believes that intra-aortic balloon and
control system devices indicated for
acute coronary syndrome, cardiac and
non-cardiac surgery, or complications of
heart failure, should be reclassified from
class III to class II because, in light of
new information about the effectiveness
of these devices, FDA believes that
special controls, in addition to general
controls, can be established to provide
reasonable assurance of the safety and
effectiveness of the device, and because
general controls themselves are
insufficient to provide reasonable
assurance of its safety and effectiveness.

VII. Summary of Data Upon Which the
Reclassification Is Based

Since the time of the original 1979
Panel recommendation, sufficient
evidence has been developed to support
a reclassification of intra-aortic balloon
and control system devices to class I
with special controls when indicated for
acute coronary syndrome, cardiac and
non-cardiac surgery, or complications of
heart failure. FDA has been reviewing
these devices for many years and their
risks are well known. FDA conducted a
comprehensive review of available
literature for IABP devices for acute
coronary syndrome, cardiac and non-
cardiac surgery, and complications of
heart failure. FDA’s review found 18
cohort studies (9 retrospective and 9
prospective), 6 randomized controlled
trials, 3 case-control studies, 2 case
series, 4 systematic reviews, and a meta-
analysis, which provided consistent
evidence of the safety and effectiveness
of intra-aortic balloon and control
system devices for acute coronary
syndrome, cardiac and non-cardiac
surgery, and complications of heart
failure.
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Collectively these studies support that
the overall complication rates for intra-
aortic balloon and control systems is
low. For example, in the Benchmark
Registry (Ref. 1), there were low IABP
complication rates, including IABP-
related mortality (0.05 percent and 0.07
percent in the United States and
European Union, respectively), major
limb ischemia (0.09 percent, 0.8
percent) and severe bleeding (0.9
percent, 0.8 percent). This is consistent
with other studies of IABP use with
large sample sizes. Additionally, in the
most recently published trial of IABP
use, the IABP SHOCK II trial (Ref. 2),
published in October 2012, 600 patients
were randomized to IABP (301 patients)
or no IABP (299 patients). The IABP
group and the control group did not
differ significantly with respect to the
rates of adverse events, including major
bleeding (3.3 percent and 4.4 percent,
respectively; P = 0.51), peripheral
ischemic complications (4.3 percent and
3.4 percent, P = 0.53), sepsis (15.7
percent and 20.5 percent, P = 0.15), and
stroke (0.7 percent and 1.7 percent, P =
0.28). These rates represent recent IABP
usage outcomes in a randomized trial of
patients with high associated morbidity
using modern aggressive interventional
approaches to acute myocardial
infarction (MI) and cardiogenic shock,
which include the use of percutaneous
coronary intervention and aggressive
anticoagulation. The trial demonstrates
low rates of adverse events that can be
attributed directly to the IABP itself.

It is important to note that the
patients in whom IABP is used have
severe comorbidities and underlying
illnesses. As a result, overall mortality
in these patients is high. Patients
recruited for studies on the IABP are of
a population segment that is at an
inherently greater risk of mortality
because of the high-risk procedures they
require, and the illnesses that
necessitated the procedures.
Additionally, there are trends to less
balloon-related mortality over time, as
balloon catheter sizes have decreased
and procedural techniques have
improved.

The literature data also supports the
effectiveness of IABP for acute coronary
syndrome, cardiac and non-cardiac
surgery, and complications of heart
failure. With respect to acute coronary
syndrome, the Benchmark Registry (Ref.
1) demonstrated that the mortality of
patients with cardiogenic shock was
30.7 percent, which was low compared
to other cardiogenic shock trials, and
has been cited as evidence of a benefit
from IABP use. Further evaluation of
this registry has shown that in U.S.
patients, compared to patients outside

the United States (OUS), an IABP was
placed at earlier stages of the disease.
After appropriate adjustment of risk
factors, U.S. patients showed decreased
mortality (10.8 percent (U.S.) vs. 18
percent (OUS), P < 0.001). The results
of the Global Utilization of
Streptokinase and Tissue Plasminogen
Activator for Occluded Coronary
Arteries (GUSTO-1 trial) (Ref. 3) also
demonstrated a 12-month survival
advantage in cardiogenic shock with
early IABP implantation. This was a
retrospective study of IABP use in
patients presenting with acute MI and
cardiogenic shock who received
systemic fibrinolysis. Sixty-eight of 310
cardiogenic shock patients received an
IABP. The significantly higher
frequency of IABP use in the United
States in relation to Europe in these two
trials was associated with more bleeding
complications, but also with a lower
mortality rate, both nonsignificantly at
30 days (47 percent vs. 60 percent) and
significantly at 1 year (57 percent vs. 67
percent). This mortality benefit is also
supported by two publications regarding
the National Registry of Myocardial
Infarction (Refs. 4 and 5).

The literature regarding the
effectiveness of IABPs in cardiac and
non-cardiac surgery has demonstrated
utility in some studies and in others has
been equivocal in demonstrating
effectiveness. However, FDA and the
2012 Panel (as described in further
detail in this document) find that there
are certain subgroups of patients that
may benefit from IABP use for cardiac
and non-cardiac surgery indications.
This is demonstrated in Christenson et
al. (Ref. 6), which randomized 30 high-
risk off-pump coronary artery bypass
graft (CABG) surgery recipients to
receive an IABP preoperatively or no
IABP. The use of an IABP improved
preoperative and postoperative cardiac
performance significantly (P < 0.0001).
The postoperative course was also
improved, including decreased
pneumonia and acute renal failure,
shorter duration of ventilator support,
and fewer patients requiring
postoperative inotropic medications for
greater than 48 hours. The lengths of
stay in the intensive care unit and in the
hospital were shorter in the IABP group.
Additionally, Miceli et al. (Ref. 7)
studied 141 consecutive patients from
2004-2007 undergoing CABG, in which
38 patients (27 percent) received a
prophylactic IABP. After risk-adjusting
for propensity score, prophylactic IABP
patients had a lower incidence of
postcardiotomy low cardiac output
syndrome (adjusted OR 0.07, P < 0.006)
and postoperative myocardial infarction

(adjusted OR 0.04, P < 0.04), as well as
a shorter length of hospital stay
(10.410.8 vs. 12.21+0.6 days, P < 0.0001)
compared to those who did not receive
an IABP.

Much of the evidence that supports
the effectiveness of an IABP for
complications of heart failure is
outlined previously in this document
with respect to acute coronary
syndrome (e.g., cardiogenic shock from
acute MI). However, there are additional
smaller studies that support use in heart
failure specifically, including bridge to
transplant and acute decompensated
dilated cardiomyopathy. For example,
Norkiene et al. (Ref. 8) studied 11
patients with decompensated dilated
cardiomyopathy (CMP) listed for heart
transplant who were recorded in the
Benchmark Registry from September
2004 to December 2005, with New York
Heart Association Class IV functional
status. Frequency of complications and
clinical outcomes were assessed prior to
and after IABP insertion as well as
hemodynamics and end-organ function
(renal and hepatic). After 48 hours of
IABP support, there was a significant
increase of mean systemic arterial
pressure from 74.5+9.6 to 82.314.7
mmHg (P = 0.02), and ejection fraction
from 14.746.4 to 21.0£8.6 (P = 0.014).
Improvement of the cardiac index,
pulmonary wedge pressure, and end-
organ perfusion markers did not reach
statistical significance. The authors
concluded that IABP support may be
successfully and safely used in acute
decompensated dilated cardiomyopathy
patients as an urgent measure of cardiac
support to stabilize the patient and
maintain organ perfusion until
transplant is available, ventricular assist
device is placed, or the patient is
weaned from the IABP.

Rosenbaum et al. (Ref. 9) studied 43
patients with end-stage congestive heart
failure in whom an IABP was used as a
bridge to transplant. Twenty-seven
patients had non-ischemic CMP (NICM),
and 16 had ischemic CMP (ISCM).
Hemodynamics improved in both
groups, immediately (15 to 30 minutes)
following IABP insertion, with greater
improvement (p < 0.05) in cardiac index
and a trend toward greater reduction in
filling pressures in the NICM group.
Systemic vascular resistance fell to a
similar degree in both groups. During
continued IABP support (0.13 to 38 days
in NICM, 1 to 54 days in ISCM), all
hemodynamic changes persisted in both
groups, with a larger decrease (p < 0.05)
in systemic vascular resistance and
greater increase (p < 0.05) in cardiac
index in the patients with NICM. The
reduction in filling pressures, however,
tended to be greater in patients with
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ISCM. Complications from the IABP
were low. The authors concluded that
IABP use was both safe and effective in
this group as a bridge to transplant.

The literature data outlined
previously in this document supports a
conclusion of reasonable evidence for
the safety and effectiveness of intra-
aortic balloon and control system
devices when indicated for acute
coronary syndrome, cardiac and non-
cardiac surgery, and complications of
heart failure. In addition, bench studies
designed to demonstrate the devices’
ability to function as intended have
been well characterized.

FDA’s presentation to the 2012 Panel
included a summary of the available
safety and effectiveness information for
intra-aortic balloon and control system
devices when indicated for acute
coronary syndrome, cardiac and non-
cardiac surgery, or complications of
heart failure, including adverse event
reports from FDA’s Manufacturer and
User Facility Device Experience
(MAUDE) database and available
literature. Based on the available
scientific literature, which supports that
use of intra-aortic balloon and control
system devices may be beneficial for
patients when indicated for acute
coronary syndrome, cardiac and non-
cardiac surgery, or complications of
heart failure, FDA recommended to the
2012 Panel that intra-aortic balloon and
control system devices indicated for
acute coronary syndrome, cardiac and
non-cardiac surgery, or complications of
heart failure be reclassified to class II
(special controls). The 2012 Panel
discussed and made recommendations
regarding the regulatory classification of
intra-aortic balloon and control system
devices to either reconfirm to class III
(subject to premarket approval
application) or reclassify to class II
(subject to special controls) as directed
by section 515(i) of the FD&C Act. The
2012 Panel agreed with FDA’s
conclusion that the available scientific
evidence is adequate to support the
safety and effectiveness of intra-aortic
balloon and control system devices
when indicated for acute coronary
syndrome, cardiac and non-cardiac
surgery, or complications of heart
failure. Several members of the 2012
Panel noted that not all available data
supports the effectiveness of the device
conclusively; however, there was
consensus that IABPs improve
hemodynamics and provide an
important tool for clinicians in treating
a patient population with high
morbidity and mortality. The 2012
Panel also acknowledged that intra-
aortic balloon and control systems are
life-supporting devices and provided

the following rationale per § 860.93 for
recommending that IABPs for acute
coronary syndrome, cardiac and non-
cardiac surgery, or complications of
heart failure be reclassified to class II:
(1) There is a wealth of clinical
experience that attests to the benefit of
the device; (2) there is an important
advantage to use of intra-aortic balloon
counter-pulsation to provide
hemodynamic stability or protection
from ischemia in precarious or unstable
patients; and (3) the recommended
special controls will mitigate the health
risks associated with the device.

The 2012 Panel also agreed with the
identified risks to health presented at
the meeting; however, the 2012 Panel
recommended that compartment
syndrome, death, and stroke be added to
the list of risks to health and that
ischemia be added to “vessel occlusion
resulting in infarction to an organ
(including paraplegia)”. FDA agrees
with the 2012 Panel’s recommendations
and modified the risks to health
accordingly as outlined in section V.
The 2012 Panel also agreed with FDA’s
proposed special controls outlined in
section VIII; however, the 2012 Panel
further recommended that information
about IABP clinical trials should be
added to the device labeling as a special
control. FDA does not agree with this
recommendation from the 2012 Panel.
FDA determined that it was not
appropriate to require that clinical trial
information be included in the device
labeling as a special control because
available clinical trial information
would most accurately represent the
device type, not individual devices, so
including such information in the
labeling for a specific device may be
misleading. On this basis, the special
controls outlined in section VIII were
not modified based on this
recommendation from the 2012 Panel.

The 2012 Panel transcript and other
meeting materials are available on
FDA’s Web site (Ref. 10).

VIII. Proposed Special Controls

FDA believes that the following
special controls, together with general
controls, are sufficient to mitigate the
risks to health described in section V:
(1) Appropriate analysis and non-
clinical testing must be conducted to
validate electromagnetic compatibility
and electrical safety of the device; (2)
appropriate software verification,
validation, and hazard analysis must be
performed; (3) the device must be
demonstrated to be biocompatible; (4)
sterility and shelf life testing must
demonstrate the sterility of patient-
contacting components and the shelf life
of these components; (5) non-clinical

performance evaluation of the device
must provide a reasonable assurance of
safety and effectiveness for mechanical
integrity, durability, and reliability; and
(6) labeling must bear all information
required for the safe and effective use of
the device, including a detailed
summary of the device- and procedure-
related complications pertinent to use of
the device.

Intra-aortic balloon and control
system devices are prescription devices
restricted to patient use only upon the
authorization of a practitioner licensed
by law to administer or use the device.
(Proposed 21 CFR 870.3535(a); see
section 520(e) of the FD&C Act and 21
CFR 801.109 (Prescription devices)).
Prescription-use requirements are a type
of general controls authorized under
section 520(e) of the FD&C Act and
defined as a general control in section
513(a)(1)(A)(i) of the FD&C Act; and
under 21 CFR 807.81, the device would
continue to be subject to 510(k)
notification requirements.

IX. Dates New Requirements Apply

In accordance with section 515(b) of
the FD&C Act, FDA is proposing to
require that a PMA be filed with the
Agency for intra-aortic balloon and
control systems indicated for septic
shock or pulsatile flow generation
within 90 days after issuance of any
final order based on this proposal. An
applicant whose device was legally in
commercial distribution before May 28,
1976, or whose device has been found
to be substantially equivalent to such a
device, will be permitted to continue
marketing such class III devices during
FDA’s review of the PMA provided that
the PMA is timely filed. FDA intends to
review any PMA for the device within
180 days of the date of filing. FDA
cautions that under section
515(d)(1)(B)() of the FD&C Act, the
Agency may not enter into an agreement
to extend the review period for a PMA
beyond 180 days unless the Agency
finds that ““the continued availability of
the device is necessary for the public
health.”

An applicant whose device was
legally in commercial distribution
before May 28, 1976, or whose device
has been found to be substantially
equivalent to such a device, who does
not intend to market such device for
septic shock or pulsatile flow
generation, may remove such intended
uses from the device’s labeling by
initiating a correction within 90 days
after issuance of any final order based
on this proposal. Under 21 CFR
806.10(a)(2) a device manufacturer or
importer initiating a correction to
remedy a violation of the FD&C Act that
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may present a risk to health is required
to submit a written report of the
correction to FDA.

FDA intends that under §812.2(d), the
preamble to any final order based on
this proposal will state that, as of the
date on which the filing of a PMA is
required to be filed, the exemptions
from the requirements of the IDE
regulations for preamendments class III
devices in §812.2(c)(1) and (c)(2) will
cease to apply to any device that is: (1)
Not legally on the market on or before
that date, or (2) legally on the market on
or before that date but for which a PMA
is not filed by that date, or for which
PMA approval has been denied or
withdrawn.

If a PMA for a class III device is not
filed with FDA within 90 days after the
date of issuance of any final order
requiring premarket approval for the
device, the device would be deemed
adulterated under section 501(f) of the
FD&C Act. The device may be
distributed for investigational use only
if the requirements of the IDE
regulations are met. The requirements
for significant risk devices include
submitting an IDE application to FDA
for review and approval. An approved
IDE is required to be in effect before an
investigation of the device may be
initiated or continued under § 812.30.
FDA, therefore, recommends that IDE
applications be submitted to FDA at
least 30 days before the end of the 90-
day period after the issuance of the final
order to avoid interrupting any ongoing
investigations.

Because intra-aortic balloon and
control systems indicated for acute
coronary syndrome, cardiac and non-
cardiac surgery, or complications of
heart failure, can currently be marketed
after receiving clearance of an
application for premarket notification
and FDA is proposing to reclassify these
devices as class II requiring clearance of
an application for premarket
notification, this order, if finalized, will
not require a new premarket submission
for intra-aortic balloon and control
systems indicated for acute coronary
syndrome, cardiac and non-cardiac
surgery, or complications of heart
failure.

X. Proposed Findings With Respect to
Risks and Benefits

As required by section 515(b) of the
FD&C Act, FDA is publishing its
proposed findings regarding: (1) The
degree of risk of illness or injury
designed to be eliminated or reduced by
requiring that this device have an
approved PMA when indicated for
septic shock or pulsatile flow generation
and (2) the benefits to the public from

the use of intra-aortic balloon and
control systems indicated for septic
shock or pulsatile flow generation.
These findings are based on the
reports and recommendations of the
advisory committees (panels) for the
classification of these devices along
with information submitted in response
to the 515(i) order (74 FR 16214; April
9, 2009), and any additional information
that FDA has obtained. Additional
information regarding the risks as well
as classification associated with this
device type is discussed in Section XI
B., Summary of Data, and can also be
found in 44 FR 13284-13434, March 9,
1979; 45 FR 7907-7971, February 5,
1980; and 52 FR 17736, May 11, 1987.

XI. Device Subject to the Proposal To
Require a PMA—Intra-Aortic Balloon
and Control System Devices When
Indicated for Septic Shock or Pulsatile
Flow Generation (§ 870.3535(c))

A. Identification

An intra-aortic balloon and control
system is a prescription device that
consists of an inflatable balloon, which
is placed in the aorta to improve
cardiovascular functioning during
certain life-threatening emergencies,
and a control system for regulating the
inflation and deflation of the balloon.
The control system, which monitors and
is synchronized with the
electrocardiogram, provides a means for
setting the inflation and deflation of the
balloon with the cardiac cycle.

B. Summary of Data

When indicated for septic shock or
pulsatile flow generation, FDA
concludes that the safety and
effectiveness of these devices have not
been established by adequate scientific
evidence. There is limited scientific
evidence regarding the effectiveness of
intra-aortic balloon and control system
devices for these indications.
Specifically, based on FDA’s review of
the published scientific literature, it
appears that there are no studies
regarding intra-aortic balloon and
controls systems indicated for septic
shock in humans. The use of the IABP
for pulsatile flow generation made up
less than 1 percent of the indications for
use evaluated in FDA'’s literature search.
Three observational studies regarding
pulsatile flow generation were found
during FDA'’s review of the literature.
All three articles state that the device is
associated with low mortality and
adverse event rates; however, none of
the studies was stratified by indication.
As a result, it cannot be concluded that
these results apply to septic shock or
pulsatile flow generation specifically.

FDA presented the findings of our
literature search for intra-aortic balloon
and control system devices for the
indications of septic shock and pulsatile
flow generation to the 2012 Panel on
December 5, 2012. Based on FDA'’s
findings, the Panel recommended that
available scientific evidence is not
adequate to support the effectiveness of
intra-aortic balloon and control system
devices for the indications of septic
shock or pulsatile flow generation. As a
result, the 2012 Panel concluded that
intra-aortic balloon and control system
devices for the indications of septic
shock or pulsatile flow generation
should remain in class III (subject to
premarket approval application). The
2012 Panel transcript and other meeting
materials are available on FDA’s Web
site (Ref. 10).

C. Risks to Health

The risks to health for intra-aortic
balloon and control system devices for
the indications of septic shock or
pulsatile flow generation are the same as
outlined in section V.

D. Benefits of Intra-Aortic Balloon and
Control System Devices

As discussed previously in this
document, there is limited scientific
evidence regarding the effectiveness of
intra-aortic balloon and control system
devices for the indications of septic
shock or pulsatile flow generation. For
indications of septic shock, the
hemodynamic effects generated by use
of intra-aortic balloon and control
systems do not address the fundamental
hemodynamic derangements of septic
shock syndrome. FDA is not aware of
any theoretical or demonstrated benefit
to using intra-aortic balloon and control
systems for this clinical syndrome. For
indications of pulsatile flow generation,
it is impossible to estimate the direct
effect of the devices on patient
outcomes based on the lack of
effectiveness data for this indication as
described previously.

XII. PMA Requirements

A PMA for intra-aortic balloon and
control system devices indicated for
septic shock or pulsatile flow generation
must include the information required
by section 515(c)(1) of the FD&C Act.
Such a PMA should also include a
detailed discussion of the risks
identified previously, as well as a
discussion of the effectiveness of the
device for which premarket approval is
sought. In addition, a PMA must
include all data and information on: (1)
Any risks known, or that should be
reasonably known, to the applicant that
have not been identified in this
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document; (2) the effectiveness of the
device that is the subject of the
application; and (3) full reports of all
preclinical and clinical information
from investigations on the safety and
effectiveness of the device for which
premarket approval is sought.

A PMA must include valid scientific
evidence to demonstrate reasonable
assurance of the safety and effectiveness
of the device for its intended use (see
§860.7(c)(1)). Valid scientific evidence
is “evidence from well-controlled
investigations, partially controlled
studies, studies and objective trials
without matched controls, well-
documented case histories conducted by
qualified experts, and reports of
significant human experience with a
marketed device, from which it can
fairly and responsibly be concluded by
qualified experts that there is reasonable
assurance of the safety and effectiveness
of a device under its conditions of use

. . Isolated case reports, random
experience, reports lacking sufficient
details to permit scientific evaluation,
and unsubstantiated opinions are not
regarded as valid scientific evidence to
show safety or effectiveness.” (see
§860.7(c)(2)).

XIII. Opportunity To Request a Change
in Classification

Before requiring the filing of a PMA
for a device, FDA is required by section
515(b)(2)(D) of the FD&C Act to provide
an opportunity for interested persons to
request a change in the classification of
the device based on new information
relevant to the classification. Any
proceeding to reclassify the device will
be under the authority of section 513(e)
of the FD&C Act.

A request for a change in the
classification of intra-aortic balloon and
control system devices indicated for
septic shock or pulsatile flow generation
is to be in the form of a reclassification
petition containing the information
required by § 860.123, including new
information relevant to the classification
of the device.

XIV. Codification of Orders

Prior to the amendments by FDASIA,
section 513(e) of the FD&C Act provided
for FDA to issue regulations to reclassify
devices and section 515(b) of the FD&C
Act provided for FDA to issue
regulations to require approval of an
application for premarket approval for
preamendments devices or devices
found to be substantially equivalent to
preamendments devices. Because
sections 513(e) and 515(b) as amended
require FDA to issue final orders rather
than regulations, FDA will continue to
codify reclassifications and

requirements for approval of an
application for premarket approval,
resulting from changes issued in final
orders, in the Code of Federal
Regulations. Therefore, under section
513(e)(1)(A)(@) of the FD&C Act, as
amended by FDASIA, in this proposed
order, we are proposing to revoke the
requirements in § 870.4360 related to
the classification of non-roller type
cardiopulmonary and circulatory bypass
blood pump devices as class III devices
and to codify the reclassification of non-
roller type cardiopulmonary and
circulatory bypass blood pump devices
into class II.

XV. Environmental Impact

The Agency has determined under 21
CFR 25.34(b) that this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

XVI. Paperwork Reduction Act of 1995

This proposed order refers to
collections of information that are
subject to review by the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act of 1995
(44 U.S.C. 3501-3520).

The collections of information in 21
CFR part 814 have been approved under
OMB control number 0910-0231. The
collections of information in part 807,
subpart E, have been approved under
OMB control number 0910-0120.

The effect of this order, if finalized, is
to shift certain devices from the 510(k)
premarket notification process to the
PMA process. FDA estimates that there
will be two fewer 510(k) submissions as
a result of this order, if finalized. Based
on FDA’s most recent estimates, this
will result in a 91-hour burden decrease
to OMB control number 0910-0120,
which is the control number for the
510(k) premarket notification process.
However, because FDA does not expect
to receive any new PMAs as a result of
this order, if finalized, we estimate no
burden increase to OMB control number
0910-0231 based on this order, if
finalized. Therefore, on net, FDA
expects a burden hour decrease of 91
due to this proposed regulatory change.

The collections of information in 21
CFR part 812 have been approved under
OMB control number 0910-0078.

XVII. Proposed Effective Date

FDA is proposing that any final order
based on this proposed order become
effective 90 days after date of
publication of the final order in the
Federal Register.

XVIII. Comments

Interested persons may submit either
electronic comments regarding this
document to http://www.regulations.gov
or written comments to the Division of
Dockets Management (see ADDRESSES). It
is only necessary to submit one set of
comments. Identify comments with the
docket number found in the brackets in
the heading of this document. Received
comments may be seen in the Division
of Dockets Management between 9 a.m.
and 4 p.m., Monday through Friday, and
will be posted to the docket at http://
www.regulations.gov.

XIX. References

The following references have been
placed on display in the Division of
Dockets Management (see ADDRESSES),
and may be seen by interested persons
between 9 a.m. and 4 p.m., Monday
through Friday, and are available
electronically at http://
www.regulations.gov. (FDA has verified
the Web site address in this reference
section, but FDA is not responsible for
any subsequent changes to the Web site
after this document publishes in the
Federal Register.)
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List of Subjects in 21 CFR Part 870

Medical devices, Cardiovascular
devices.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, it is proposed that
21 CFR part 870 be amended as follows:

PART 870—CARDIOVASCULAR
DEVICES

m 1. The authority citation for 21 CFR
part 870 continues to read as follows:

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

m 2. Revise § 870.3535 to read as
follows:

§870.3535
system.

(a) Identification. An intra-aortic
balloon and control system is a
prescription device that consists of an
inflatable balloon, which is placed in
the aorta to improve cardiovascular
functioning during certain life-
threatening emergencies, and a control
system for regulating the inflation and
deflation of the balloon. The control
system, which monitors and is
synchronized with the
electrocardiogram, provides a means for
setting the inflation and deflation of the
balloon with the cardiac cycle.

(b) Classification. (1) Class II (special
controls) when the device is indicated
for acute coronary syndrome, cardiac
and non-cardiac surgery, or
complications of heart failure. The
special controls for this device are:

(i) Appropriate analysis and non-
clinical testing must be conducted to

Intra-aortic balloon and control

validate electromagnetic compatibility
and electrical safety of the device;

(ii) Appropriate software verification,
validation, and hazard analysis must be
performed;

(iii) The device must be demonstrated
to be biocompatible;

(iv) Sterility and shelf life testing
must demonstrate the sterility of
patient-contacting components and the
shelf life of these components;

(v) Non-clinical performance
evaluation of the device must provide a
reasonable assurance of safety and
effectiveness for mechanical integrity,
durability, and reliability; and

(vi) Labeling must bear all
information required for the safe and
effective use of the device, including a
detailed summary of the device- and
procedure-related complications
pertinent to use of the device.

(2) Class III (premarket approval)
when the device is indicated for septic
shock and pulsatile flow generation.

(c) Date premarket approval
application (PMA) or notice of
completion of product development
protocol (PDP) is required. A PMA or
notice of completion of a PDP is
required to be filed with FDA on or
before [A DATE WILL BE ADDED 90
DAYS AFTER DATE OF PUBLICATION
OF A FUTURE FINAL ORDER IN THE
FEDERAL REGISTERY], for any intra-
aortic balloon and control system
indicated for septic shock or pulsatile
flow generation that was in commercial
distribution before May 28, 1976, or that
has, on or before [A DATE WILL BE
ADDED 90 DAYS AFTER DATE OF
PUBLICATION OF A FUTURE FINAL
ORDER IN THE FEDERAL
REGISTERY], been found to be
substantially equivalent to any intra-
aortic balloon and control system
indicated for septic shock or pulsatile
flow generation that was in commercial
distribution before May 28, 1976. Any
other intra-aortic balloon and control
system indicated for septic shock or
pulsatile flow generation shall have an
approved PMA or declared completed
PDP in effect before being placed in
commercial distribution.

Dated: June 12, 2013.
Leslie Kux,
Assistant Commissioner for Policy.
[FR Doc. 2013-14553 Filed 6-18—13; 8:45 am]
BILLING CODE 4160-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Chapter |

[Docket Nos. FDA-2013-N-0683, FDA-
2013-N-0684, and FDA-2013-N-0685]

Food and Drug Administration Safety
and Innovation Act Title VIl—Drug
Supply Chain; Standards for
Admission of Imported Drugs,
Registration of Commercial Importers
and Good Importer Practices;
Notification of Public Meeting; Request
for Comments

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notification of public meeting;
request for comments.

SUMMARY: The Food and Drug
Administration (FDA or Agency) is
announcing a public meeting regarding
FDA'’s implementation of Title VII of the
Food and Drug Administration Safety
and Innovation Act (FDASIA), which
provides FDA with important new
authorities to help it better protect the
integrity of the drug supply chain. In
addition to providing a general
overview of Title VII and FDA’s
approach to implementing these
provisions, the meeting will give
interested persons an opportunity to
provide input that will assist FDA in the
development of regulations
implementing two sections of Title VII,
which relate to standards for admission
of imported drugs and commercial drug
importers. Specifically, FDA is seeking
information on the types of information
that importers should be required to
provide under Title VII as a condition
of admission. FDA is also seeking
information regarding registration
requirements for commercial drug
importers and good importer practices
to be established under Title VII.

DATES: The public meeting will be held
on July 12, 2013, from 9 a.m. to 5 p.m.
at the FDA White Oak Campus, 10903
New Hampshire Ave., Bldg. 31
Conference Center, the Great Room (rm.
1503), Silver Spring MD 20993. Please
note that visitors to the White Oak
Campus must enter through Building 1.
The White Oak Campus location is a
Federal facility with security procedures
and limited seating. There is no fee to
register for the meeting and registration
will be on a first come, first serve basis.
Early registration is recommended
because seating is limited. Onsite
registration will also be permitted if
there is available space. See section IV
of this document, “How to Participate in
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the Public Meeting,” for the date and
time of the public meeting and closing
dates for advance registration.

FOR FURTHER INFORMATION CONTACT:
Susan DeMars, Office of Global
Regulatory Operations and Policy, Food
and Drug Administration, 10903 New
Hampshire Ave., Bldg. 32, rm. 3302,
Silver Spring, MD 20993, 301-796—
4635, email: susan.demars@fda.hhs.gov.

SUPPLEMENTARY INFORMATION:
I. Background

The globalization of the
pharmaceutical market has created
tremendous challenges for FDA,
including dramatic increases in drug
imports, complex and fragmented global
supply chains, and increasing threats of
fraudulent and substandard drugs. Title
VII of FDASIA (Pub. L. 112-144)
amends the Federal Food, Drug, and
Cosmetic Act (the FD&C Act) to provide
FDA with important new authorities to
respond to these challenges and better
ensure the safety, effectiveness, and
quality of drugs imported into the
United States. These authorities
increase FDA'’s ability to collect and
analyze data to make risk-informed
decisions, employ risk-based
approaches to facility oversight, partner
with foreign regulatory authorities to
leverage resources through information
sharing and recognition of foreign
inspections, and drive safety and quality
throughout the supply chain.
Implementation of these authorities will
significantly advance the strategies set
forth in the Pathway to Global Product
Safety and Quality report published by
FDA (available at http://www.fda.gov/
downloads/AboutFDA/CentersOffices/
OfficeofGlobalRegulatoryOperationsand
Policy/GlobalProductPathway/
UCM262528.pdf), and accelerate the
Agency’s adaptation to the rapidly
changing demands of the global
environment. Implementation of these
authorities will also support and
advance FDA’s ongoing industry
oversight of quality related initiatives.

At the same time, implementation of
Title VII of FDASIA is difficult and
complex, and requires not only the
development of new regulations,
guidances, and reports, but also major
changes in FDA information systems,
processes, and policies. Since the
enactment of FDASIA in July 2012, FDA
has been working diligently to
implement the provisions of Title VII
and has prioritized these efforts based
on public health impact in order to
maximize use of the Agency’s limited
resources.

Sections 713 and 714 in Title VII of
FDASIA relate to drugs imported or

offered for import and commercial drug
importers. Section 713 allows FDA to
require, as a condition of granting
admission to a drug imported or offered
for import into the United States, that an
importer electronically submit
information demonstrating that the drug
complies with applicable requirements
of the FD&C Act. As specified in section
713, such information may include:
Information demonstrating the
regulatory status of the drug, such as the
new drug application number,
abbreviated new drug application
number, investigational new drug
number, or drug master file number;
facility information, such as proof of
registration and the unique facility
identifier; indication of compliance
with current good manufacturing
practice (CGMP), testing results,
certifications relating to satisfactory
inspections, and compliance with the
country of export regulations; and any
other information deemed necessary
and appropriate by the Secretary to
assess compliance. Section 713 also
allows FDA to take into account
differences among importers and types
of imported drugs and, based on the
level of risk posed by the imported drug,
provide for expedited clearance for
those importers that volunteer to
participate in partnership programs for
highly compliant companies and pass a
review of internal controls, including
sourcing of foreign manufacturing
inputs, and plant inspections. Section
713 requires FDA to adopt regulations
implementing section 713 not later than
18 months after the date of enactment of
FDASIA.

Section 714 requires commercial drug
importers to register with FDA and
submit a unique identifier for the
principal place of business at the time
of registration. FDA is to specify a
unique facility identifier system to be
used by registrants. Section 714 amends
section 502(o) of the FD&C Act (21
U.S.C. 352(0)) to deem misbranded a
drug imported or offered for import by
a commercial importer of drugs not duly
registered. Section 714 also requires
FDA, in consultation with the Secretary
of the Department of Homeland Security
acting through U.S. Customs and Border
Protection, to issue regulations
establishing good importer practices
that specify the measures an importer
shall take to ensure that imported drugs
are in compliance with the FD&C Act
and the Public Health Service Act.
Section 714 requires FDA to adopt
regulations implementing section 714
not later than 36 months after the date
of enactment of FDASIA.

The public meeting is an opportunity
for FDA to share information regarding

Title VII and the Agency’s approach to
implementation, and to obtain input
from stakeholders that will assist FDA
in developing regulations under
sections 713 and 714.

II. Purpose and Format of Meeting

The first part of the public meeting
will consist of introductory
presentations by FDA that will provide
an overview to stakeholders regarding
Title VII, including the new authorities
granted to FDA under Title VII and their
importance in ensuring drug safety,
effectiveness, and quality; how Title VII
relates to and will help advance FDA’s
larger strategic initiatives; the Agency’s
approach to implementation; and the
progress achieved to date.

The second part of the meeting will be
used to obtain input from stakeholders
on issues relating to standards for
admission of imported drugs,
registration of commercial importers,
and good importer practices that will
assist FDA in the development of the
regulations described previously.
Individuals will have opportunities to
express their views by making
presentations at the meeting and
submitting written comments to the
dockets for these matters (see section V
of this document).

III. Scope of Public Input Requested

FDA is particularly interested in
obtaining information and public
comment on the following topics:

A. Section 713: Standards for
Admission of Imported Drugs

1. How should the regulations
implementing section 801(r) of the
FD&C Act (21 U.S.C. 381(r)), as
amended by section 713 of FDASIA,
define “importer” as that term is used
in 801(r)(1)?

2. What information should FDA
require importers to submit at the time
of entry that would demonstrate a drug’s
compliance with applicable
requirements of the FD&C Act as a
condition of granting admission of the
drug into the United States?

3. What information could an
importer submit to FDA at the time of
entry to demonstrate compliance with
applicable requirements of the FD&C
Act relating to:

a. homeopathic drugs intended for
human use,

b. articles intended for human drug
compounding,

c. articles intended for animal drug
compounding, and

d. drugs intended for research?

4. What facility information should
FDA request from importers at the time
of entry to help assess whether a drug
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complies with applicable requirements
of the FD&C Act?

5. What information could importers
submit at the time of entry to
demonstrate compliance with country of
export regulations in accordance with
section 801(r)(2)(C) of the FD&C Act?

6. What information could importers
submit at the time of entry to
demonstrate that a drug offered for
import complies with U.S. CGMP
requirements?

7. What information could importers
submit at the time of entry that would
serve as evidence of satisfactory
inspection, such as by a foreign
government or an agency of a foreign
government?

8. Should FDA require that importers
submit certificates of analysis (COAs) to
the Agency as a condition of admission
under section 801(r) of the FD&C Act?
If so, how could an importer
demonstrate a COA’s authenticity?

9. Section 801(r)(4)(B)(i) of the FD&C
Act permits FDA, as appropriate, to
consider differences among imports and
types of drugs and ““based on the level
of risk posed by the imported drug,
provide for expedited clearance for
those importers that volunteer to
participate in partnership programs for
highly compliant companies and pass a
review of internal controls, including
sourcing of foreign manufacturing
inputs, and plant inspections.”

a. What criteria should FDA use to
evaluate potential participants in
“voluntary partnership programs for
highly compliant companies”’?

b. How could FDA take into account
differences among importers and types
of drugs to allow for expedited entry as
part of a voluntary partnership program?

c. What risk factors should FDA
consider when determining drug
admissibility under a voluntary
partnership program?

10. What benefits and burdens may be
created by requiring drug importers to
electronically submit information
demonstrating that a drug complies with
applicable requirements of the FD&C
Act as a condition of admission? How
could we minimize any possible
burdens? How do we strike a reasonable
balance between rigor and efficiency in
requiring information that is both
reliable and yet can be submitted and
reviewed efficiently?

B. Section 714: Registration of
Commercial Importers of Drugs

1. How should the regulations
implementing section 714 of FDASIA
(section 801(s) of the FD&C Act) define
“commercial importer” to ensure that
the appropriate entities are required to
register with FDA and meet

requirements regarding good importer
practices (GIP)? Should these
“commercial importers” be the same
entities as the “importers” required to
comply with the standards for
admission to be adopted under section
801(r) of the FD&C Act?

2. Under section 801(s)(1) of the FD&C
Act, the registration regulations will
apply to commercial importers of
“drugs.” A “drug” is defined in section
201(g)(1) of the FD&C Act (21 U.S.C.
321(g)(1)) and includes, but is not
limited to, finished dosage form drug
products, drugs for further processing,
active pharmaceutical ingredients, and
other drug components, including
inactive ingredients. Should commercial
importers of certain types of drugs, such
as inactive ingredients, be exempt from
the commercial importer registration
requirements? Should the importation
of drugs for certain purposes (e.g.,
research use) be exempt from
registration?

3. What information should
commercial importers be required to
submit as part of their registration?

4. What benefits and burdens might
be created by requiring commercial drug
importers to register with FDA? How
can we minimize any possible burdens
(e.g., through gradual implementation,
exemption of certain commercial
importers, use of other alternatives)?

C. Section 714: Good Importer Practices

1. How might FDA structure the GIP
regulations to avoid imposing
redundant regulatory requirements on
commercial importers that also are drug
manufacturers and therefore would be
subject to both the GIP and CGMP
requirements?

2. Should the GIP regulations require
commercial importers of drugs to
establish drug safety management
programs to ensure that imported drugs
meet the requirements of the FD&C Act
and the Public Health Service Act, as
applicable? If so, what matters (e.g.,
procedures, personnel) should the GIP
regulations require commercial
importers to address in such programs?

3. What drug safety management
programs or other measures do
commercial importers currently have in
place to ensure that imported drugs are
manufactured in compliance with
applicable FDA requirements? How do
these programs and measures differ for
different “‘types” of drugs?

4. Should the GIP regulations include
qualifications and training for personnel
who perform GIP activities? If so, what
qualifications and training should be
required?

5. Should the GIP regulations include
a requirement for commercial importers

to assess whether it is appropriate to
import a particular drug from a
particular foreign supplier? If so, what
information on the drug and the
supplier should the commercial
importer be required to consider as part
of this assessment?

6. Should commercial importers be
required to conduct activities to verify
that a drug that is offered for import is
in compliance with applicable U.S.
requirements (e.g., the CGMP
regulations) and are not adulterated
under section 501 of the FD&C Act (21
U.S.C. 351) or misbranded under section
502 of the FD&C Act? If so, what
supplier verification activities should
commercial importers be required to
conduct?

7. Should there be different supplier
verification or other GIP requirements
for different “types” of drugs? Should
there be different requirements for
particular types of finished dosage form
drug products that might be associated
with different levels of risk (e.g., sterile
injectables, drugs that require
temperature controls)? If so, what
should these requirements be?

8. Should the GIP regulations require
commercial importers to obtain a COA
for each imported drug? Should such a
requirement apply only to certain types
of drugs or commercial importers? If
commercial importers are required to
obtain COAs, should the commercial
importer also be required to conduct
testing to verify the accuracy of the
COA?

9. Should the GIP regulations include
specific requirements for drugs
imported for export in accordance with
section 801(d)(3) of the FD&C Act? If so,
what should these requirements be?

10. How should the GIP regulations
reflect or incorporate the requirements
concerning the standards for admission
of imported drugs under section 801(r)
of the FD&C Act? For example, should
the GIP requirements include the
adoption of procedures to ensure that
the commercial importer submits the
compliance information required under
section 801(r) and the regulations
implementing that section? If so, what
procedures should commercial
importers be required to follow to
ensure that these requirements are met?

11. Should the GIP regulations require
commercial importers to take corrective
actions when the drugs they import or
offer for import are not in compliance
with applicable U.S. requirements? If so,
what actions should importers be
required to take?

12. Should the GIP regulations
include a requirement for commercial
importers to list the drugs they import
or offer for import? If so, what
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information should be required with
listing?

13. What records should commercial
importers be required to maintain under
the GIP regulations?

14. What other matters, if any, should
the GIP regulations address?

15. How should FDA take into
account “differences among importers
and types of imports, including based
on the level of risk posed by the
imported product,” in determining
reasonable time periods for commercial
importers to come into compliance with
the GIP regulations under section
714(d)(3) of FDASIA? In considering
such differences, how should FDA
determine the level of risk posed by an
imported drug?

16. What benefits and burdens might
be created by requiring commercial
importers to comply with GIP
regulations? How can we minimize any
possible burdens (e.g., through gradual
implementation, exemption of certain
commercial importers, use of other
alternatives)?

IV. How to Participate in the Public
Meeting

Individuals who wish to present at
the public meeting must register on or
before July 5, 2013, through the FDASIA
Web site at http://www.fda.gov/
Regulatorylnformation/Legislation/
FederalFoodDrugandCosmeticActFDC
Act/SignificantAmendmentstotheFDC
Act/FDASIA/ucm20027187.htm and
provide complete contact information,
including name, title, affiliation,
address, email, and phone number. In
section III of this document, FDA has
included questions for comment. You
should identify by number each
question you wish to address in your
presentation, provide a brief description
of your presentation, and indicate the
approximate desired length of your
presentation, so that FDA can consider
these in organizing the presentations.
FDA will do its best to accommodate
requests to speak and will determine the
amount of time allotted to each
presenter and the approximate time that

each oral presentation is scheduled to
begin. After reviewing the presentation
requests, FDA will notify each
participant before the meeting of the
amount of time available and the
approximate time their presentation is
scheduled to begin. If time permits,
individuals or organizations that did not
register in advance may be granted the
opportunity to make a presentation. An
agenda will be posted on the FDASIA
Web site at http://www.fda.gov/
Regulatorylnformation/Legislation/
FederalFoodDrugandCosmeticAct
FDCAct/SignificantAmendmentstothe
FDCAct/FDASIA/ucm20027187.htm
prior to the meeting.

Table 1 of this document provides
information on participating in the
meeting and on submitting comments to
the docket. See table 2 of this document
for a list of docket numbers and
corresponding sections of FDASIA and
topics.

TABLE 1—INFORMATION ON PARTICIPATION IN THE MEETING AND ON SUBMITTING COMMENTS

Date

Electronic address

(non-electronic)

Address Other information

Date of public meeting

5p.m.

Advance registration .......... By July 5, 2013

Request special accom-
modations due to dis-
ability.

Make a request for an oral
presentation and provide
a brief description of the
oral presentation.

By July 5, 2013

By July 5, 2013

July 12, 2013, 9 a.m. to

http://www.fda.gov/Regu-
latorylnformation/Legis-
lation/FederalFoodDrug
andCosmeticActFDCAct/
SignificantAmendments
totheFDCAct/FDASIA/
ucm20027187.htm.

http://www.fda.gov/Regu-
latorylInformation/Legis-
lation/FederalFoodDrug
andCosmeticActFDCAct/
SignificantAmendments
totheFDCACct/FDASIA/
uecm20027187.htm.

FDA White Oak Campus,
10903 New Hampshire
Ave., Bldg. 31 Con-
ference Center, the
Great Room (rm. 1503),
Silver Spring, MD 20993.

Susan DeMars, 301-796—
4635, email: susan.
demars @fda.hhs.gov.

Onsite registration begins
at 7:30 a.m.

Registration will also be
accepted onsite on the
day of the meeting, as
space permits.

Requests made on the day
of the meeting to make
an oral presentation may
be granted as time per-
mits. Information on re-
quests to make a pres-
entation, including any
personal information
provided, may be posted
without change to http.//
www.regulations.gov.
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TABLE 1—INFORMATION ON PARTICIPATION IN THE MEETING AND ON SUBMITTING COMMENTS—Continued

Date

Electronic address

(non-electronic)

Address Other information

Submit electronic or written
comments.

By August 12, 2013

Federal eRulemaking Por-
tal: http://www.regula-
tions.gov. Follow the in-
structions for submitting
comments.

FAX: 301-827—-6870. Mail/
Hand-delivery/Courier:
Division of Dockets
Management (HFA—
305), Food and Drug
Administration, 5630
Fishers Lane, rm. 1061,
Rockville, MD 20852.

All comments must include
the Agency name and
the docket number cor-
responding with the sec-
tion of FDASIA and topic
on which you are com-
menting (see table 2 for
a list of docket numbers
and corresponding sec-
tions of FDASIA and
topics). All received
comments, including any
personal information
provided, may be posted
without change to http://
www.regulations.gov.
FDA encourages the
submission of electronic
comments by using the
Federal eRulemaking
Portal.

V. Comments

Regardless of attendance at the public
meeting, interested persons may submit
either electronic comments regarding
this document to the Federal
eRulemaking Portal at http://
www.regulations.gov or written
comments or the Division of Dockets
Management (HFA-305), Food and Drug

Administration, 5600 Fishers Lane, rm.
1061, Rockville, MD 20857. Because
multiple docket numbers are associated
with this document, please include with
your comments the docket number(s)
that corresponds with the section of
FDASIA and topic on which you are
commenting (see table 2 of this
document for a list of docket numbers
and corresponding sections and topics).

Comments that address more than one
docket must be filed with each docket
to ensure consideration. The deadline
for submitting comments to the docket
is August 12, 2013. Received comments
may be seen in the Division of Dockets
Management between 9 a.m. and 4 p.m.,
Monday through Friday, and will be
posted to the docket at http://
www.regulations.gov.

TABLE 2—DOCKET NUMBERS FOR EACH SECTION AND TOPIC

Section of FDASIA

Topic

Docket No.

Standards for admission of imported drugs
Registration of commercial importers of drugs ....
Good importer practice

FDA-2013-N-0683
FDA-2013-N-0684
FDA-2013-N-0685

VI. Transcripts

Transcripts of the meeting will be
available for review at the Division of
Dockets Management and http://
www.regulations.gov approximately 30
days after the meeting. A transcript will
also be made available in either
hardcopy or on CD-ROM, upon
submission of a Freedom of Information
request. Written requests are to be sent
to Division of Freedom of Information
(ELEM-1029), Food and Drug
Administration, 12420 Parklawn Dr.,
Element Bldg., Rockville, MD 20857.

Dated: June 12, 2013.
Leslie Kux,
Assistant Commissioner for Policy.
[FR Doc. 2013-14549 Filed 6-18-13; 8:45 am]
BILLING CODE 4160-01-P

DEPARTMENT OF VETERANS
AFFAIRS

38 CFR Part 74
RIN 2900-A063

VA Veteran-Owned Small Business
(VOSB) Verification Guidelines;
Correction

AGENCY: Department of Veterans Affairs.

ACTION: Advanced notice of proposed
rulemaking; correction.

SUMMARY: In a document published in
the Federal Register on May 13, 2013,
the Department of Veterans Affairs (VA)
amended its Veteran-Owned Small
Business (VOSB) Verification
Guidelines Program regulations to
provide greater clarity, to streamline the
program and to encourage more VOSBs
to apply for verification. The preamble

of that document contained several
errors. This document merely corrects
those errors and does not make any
substantive change to the content of the
advance notice of proposed rulemaking.

DATES: The comment period for the
proposed rule published May 13, 2013,
at 78 FR 27882, remains open until July
12, 2013

FOR FURTHER INFORMATION CONTACT: Tom
Leney, Executive Director of the Office
of Small and Disadvantaged Business
Utilization (00SB), Department of
Veterans Affairs, 810 Vermont Ave.
NW., Washington, DC 20420, (202) 461—
4300. This is not a toll-free number.

SUPPLEMENTARY INFORMATION: The
advance notice of proposed rulemaking
(FR Doc. 2013-11326) that VA
published on May 13, 2013, at 78 FR
27882, contained two errors—the word
“advanced” was missing from the
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second sentence of the SUMMARY and the
title of contact person was incorrect.
This document corrects those errors.

In the first column, second sentence
of the SUMMARY, add the word
“advanced” before “notice of proposed
rulemaking,” and in the second column,
FOR FURTHER INFORMATION CONTACT,
correct the title by removing “Executive
Director, Center for Veterans Enterprise
(00VE)” and adding, in its place,
“Executive Director of the Office of
Small and Disadvantaged Business
Utilization (00SB)”".

Dated: June 14, 2013.
William F. Russo,

Deputy Director, Office of Regulation Policy
and Management, Office of the General
Counsel, Department of Veterans Affairs.

[FR Doc. 2013—-14583 Filed 6-18-13; 8:45 am|
BILLING CODE 8320-01-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 49

[EPA-R09-OAR-2013-0009; FRL-9825-3]

Approval of Air Quality Implementation
Plans; Navajo Nation; Regional Haze
Requirements for Navajo Generating
Station; Notice of Intent To Hold Public
Hearings

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Notice of intent to hold public
hearings.

SUMMARY: On February 5, 2013, EPA
proposed a Best Available Retrofit
Technology (BART) determination for
emissions of oxides of nitrogen (NOx)
from the Navajo Generating Station
(NGS), located on the Navajo Nation.
EPA provided a three-month period for
public comments, to close on May 6,
2013. The Navajo Nation, Gila River
Indian Community, and other affected
stakeholders requested a 90-day
extension of the comment period to
allow time for stakeholders to develop
an alternative to EPA’s proposed BART
determination that achieves greater
reasonable progress. On March 19, 2013,
EPA extended the close of the public
comment period to August 5, 2013. EPA
is providing notice of our intent to hold
five public hearings to accept written
and oral comments on the proposed
BART determination for NGS.

DATES: EPA will announce dates and
locations for the public hearings at a
later time in the Federal Register, on
our Web site, and in the docket for this

proposed rulemaking.? Comments on
the proposed BART determination for
NGS must be postmarked no later than
August 5, 2013.

ADDRESSES: The public hearings will be
held at various locations in Indian
country and in the state of Arizona.
Please see the section on
SUPPLEMENTARY INFORMATION for more
details.

FOR FURTHER INFORMATION CONTACT:
Anita Lee, EPA Region 9, (415) 972—
3958, r9ngsbart@epa.gov.
SUPPLEMENTARY INFORMATION: EPA
intends to hold public hearings at one
location each on the Navajo Reservation,
on the Hopi Reservation, and in Page,
Phoenix, and Tucson, Arizona. These
hearings will provide interested parties
the opportunity to present facts, views,
or arguments concerning the proposed
rule requiring NGS to meet emission
limits for NOx, required under the
BART provision of the Regional Haze
Rule, in order to reduce visibility
impairment resulting from NGS at 11
National Parks and Wilderness Areas.

Written statements and supporting
information submitted during the
comment period will be considered
with the same weight as any oral
comments and supporting information
presented at the public hearing. Written
comments must be postmarked on or
before the last day of the comment
period, August 5, 2013.

If you are unable to attend the hearing
but wish to submit comments on the
proposed rule, you may submit
comments, identified by docket number
EPA-R09-OAR-2013-0009, by one of
the following methods:

(1) Federal eRulemaking Portal:
www.regulations.gov. Follow the on-line
instructions.

(2) Email: r9ngsbart@epa.gov.

(3) Mail or deliver: Anita Lee (Air-2),
U.S. Environmental Protection Agency
Region 9, 75 Hawthorne Street, San
Francisco, CA 94105-3901.

For more detailed instructions
concerning how to submit comments on
this proposed rule, and for more
information on our proposed rule,
please see the notice of proposed
rulemaking, published in the Federal
Register on February 5, 2013 (78 FR
8274).

List of Subjects in 40 CFR Part 49

Environmental protection, Air
pollution control, Indians,
Intergovernmental relations, Nitrogen
dioxide.

1See http://www.epa.gov/region9/air/navajo/
index.html#proposed and http://
www.regulations.gov/#!docketDetail;D=EPA-R09-
OAR-2013-0009.

Dated: June 10, 2013.
Deborah Jordan,
Air Division Director, Region 9.
[FR Doc. 2013—-14630 Filed 6-18-13; 8:45 am|
BILLING CODE 6560-50—P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[EPA-R03-OAR-2008-0603; FRL-9824-6]

Approval and Promulgation of Air
Quality Implementation Plans;
Pennsylvania; Philadelphia County
Reasonably Available Control
Technology Under the 1997 8-Hour
Ozone National Ambient Air Quality
Standard; Withdrawal and New
Issuance

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Proposed rule; withdrawal and
new issuance.

SUMMARY: On August 26, 2008, EPA
published a proposed rule to approve a
revision to the Commonwealth of
Pennsylvania (Pennsylvania) State
Implementation Plan (SIP) submitted by
the Pennsylvania Department of
Environmental Protection (PADEP) on
behalf of Philadelphia Air Management
Services (AMS). The SIP revision,
submitted to EPA on September 29,
2006 (the 2006 SIP revision), consists of
a demonstration that Philadelphia
County is meeting the requirements of
reasonably available control technology
(RACT) of the Clean Air Act (CAA) for
nitrogen oxides (NOx) and volatile
organic compounds (VOC) under the
1997 8-hour ozone national ambient air
quality standard (NAAQS). EPA has
determined that it cannot proceed with
the final approval of the 2006 SIP
revision. In light of the decision of the
United States Court of Appeals for the
District of Columbia (the Court)
regarding EPA’s Phase 2 Ozone
Implementation Rule, EPA cannot
approve that compliance with a cap-
and-trade program satisfies the NOx
RACT requirement for electric
generating units (EGUs) in Philadelphia
County, as presumed in the 2006 SIP
revision. In addition, upon further
review, EPA has determined that the
2006 SIP revision does not adequately
address the RACT requirements under
the 1997 8-hour ozone NAAQS for the
major sources of VOC and NOx for
which EPA has previously approved
source-specific RACT determinations
under the 1-hour ozone NAAQS.
Therefore, EPA is withdrawing its
August 26, 2008 proposed rule to
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approve Philadelphia County’s 1997 8-
hour RACT demonstration. On June 22,
2010, PADEP submitted another SIP
revision (the 2010 SIP revision) that
consists of AMS regulations to address
specific RACT requirements for
Philadelphia County. EPA is proposing
conditional approval of Philadelphia
County 1997 8-hour ozone RACT
demonstration provided in the 2006 and
2010 SIP revisions, based upon AMS’
commitment to submit additional SIP
revisions addressing source-specific
RACT controls for major sources of VOC
and NOx in Philadelphia County. This
proposed action and the withdrawal
action are being taken under the Clean
Air Act (CAA).

DATES: The proposed rule published on
August 26, 2008 (73 FR 50270) is
withdrawn as of July 19, 2013. Written
comments on EPA’s proposed
conditional approval action must be
received on or before July 19, 2013.

ADDRESSES: Submit your comments,
identified by Docket ID Number EPA—
R03—-OAR-2008-0603 by one of the
following methods:

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

B. Email: fernandez.cristina@epa.gov.

C. Mail: EPA-R03—OAR-2008-0603,
Cristina Fernandez, 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-2008—
0603. EPA’s policy is that all comments
received will be included in the public
docket without change, and may be
made available online at
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 www.regulations.gov
or email. The 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 email
comment directly to EPA without going
through www.regulations.gov, your

email 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
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 www.regulations.gov or
in hard copy during normal business
hours at the Air Protection Division,
U.S. Environmental Protection Agency,
Region IIT, 1650 Arch Street,
Philadelphia, Pennsylvania 19103.
Copies of the State submittal are
available at the Department of Public
Health, Air Management Services, 321
University Avenue, Philadelphia,
Pennsylvania 19104. Copies are also
available at Pennsylvania Department of
Environmental Protection, Bureau of Air
Quality Control, P.O. Box 8468, 400
Market Street, Harrisburg, Pennsylvania
17105.

FOR FURTHER INFORMATION CONTACT:
Emlyn Vélez-Rosa, (215) 814—-2038, or
by email at velez-rosa.emlyn@epa.gov.

SUPPLEMENTARY INFORMATION: On
September 29, 2006, and on June 22,
2010, PADEP submitted on behalf of
AMS two SIP revisions for Philadelphia
County addressing the requirements of
RACT under the 1997 8-hour ozone
NAAQS.

I. Background

Ozone is formed in the atmosphere by
photochemical reactions between VOC,
NOx, and carbon monoxide (CO) in the
presence of sunlight. In order to reduce
ozone concentrations in the ambient air,
the CAA requires all nonattainment
areas to apply controls on VOC and NOx
emission sources to achieve emission
reductions. Among effective control
measures, RACT controls are a major

group for reducing VOC and NOy
emissions from stationary sources.

Since the 1970’s, EPA has
consistently interpreted RACT to mean
the lowest emission limit that a
particular source is capable of meeting
by the application of the control
technology that is reasonably available
considering technological and economic
feasibility (See 72 FR 20586 at 20610,
April 25, 2007). Section 172(c)(1) of the
CAA provides that SIPs for
nonattainment areas must include
reasonably available control measures
(RACM) for attainment of the NAAQS,
including emissions reductions from
existing sources through adoption of
RACT. Section 182(a)(2)(A) of the CAA
referred to as RACT fix-up requires the
correction of RACT rules for which EPA
identified deficiencies before the CAA
was amended in 1990. Philadelphia
County has no deficiencies to correct
under this section of the CAA.

Section 182(b)(2) and (f) of the CAA
requires that moderate (or worse) ozone
nonattainment areas, as well as marginal
and attainment areas in the ozone
transport region (OTR) established
pursuant to section 184 of the CAA,
implement RACT controls on all major
VOC and NOx emission sources (point
sources) and on all sources and source
categories covered by a control
technique guideline (CTG) issued by
EPA. A major source in a nonattainment
area is defined as any stationary source
that emits or has the potential to emit
NOx and VOC emissions above a certain
applicability threshold that is based on
the ozone nonattainment classification
of the area: marginal, moderate, serious,
or severe. (See “‘major stationary
source’ in 40 CFR 51.165).

Philadelphia County was designated
under the 1-hour ozone NAAQS as part
of the Philadelphia-Wilmington-Trenton
severe ozone nonattainment area. See 56
FR 56694, at 56822 (November 6, 1991).
The entire Commonwealth of
Pennsylvania is also part of the OTR
established under section 184 of the
CAA. Therefore, Philadelphia County
was subject to the CAA RACT
requirements under the 1-hour ozone
NAAQS. As a result, PADEP and AMS
implemented numerous RACT controls
applicable in Philadelphia County to
meet the RACT requirements.

On July 18, 1997 (62 FR 38856), EPA
promulgated an 8-hour ozone NAAQS.
On April 30, 2004, Philadelphia County
was designated under the 1997 8-hour
ozone NAAQS as part of the
Philadelphia-Wilmington-Atlantic City
moderate ozone nonattainment area. See
69 FR 23858, at 23931 (April 30, 2004).
Therefore, PADEP is required to submit
to EPA, on behalf of AMS, a SIP revision
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that addresses how Philadelphia County
meets the RACT requirements under the
1997 8-hour ozone standard.
Implementation of RACT controls is
required in Philadelphia County for
each category of VOC sources covered
by a CTG document issued by EPA and
all other major stationary sources of
NOx and VOC.

On November 29, 2005 (70 FR 71612),
EPA published an ozone
implementation rule to address
nonattainment SIP requirements for the
1997 8-hour ozone NAAQS (the Phase 2
Ozone Implementation Rule). This rule
addressed various statutory
requirements, including the requirement
for RACT level controls for sources
located within nonattainment areas
generally, and controls for NOx
emissions from EGUs in particular. In
the Phase 2 Ozone Implementation
Rule, EPA specifically required that
states meet the RACT requirements
under the 1997 8-hour ozone NAAQS,
either through a certification that
previously adopted RACT controls in
their SIP revisions approved by EPA
under the 1-hour ozone NAAQS
continue to represent adequate RACT
control levels for 8-hour attainment
purposes, or through the adoption of
new or more stringent regulations that
represent RACT control levels. See 70
FR 71655 (November 29, 2005).

As set forth in the preamble to the
Phase 2 Ozone Implementation Rule, a
certification must be accompanied by
appropriate supporting information
such as consideration of information
received during the public comment
period and consideration of new data.
This information may supplement
existing RACT guidance documents that
were developed for the 1-hour standard,
such that the state’s SIP accurately
reflects RACT for the 1997 8-hour ozone
standard based on the current
availability of technically and
economically feasible controls.
Adoption of new RACT regulations will
occur when states have new stationary
sources not covered by existing RACT
regulations, or when new data or
technical information indicates that a
previously adopted RACT measure does
not represent a newly available RACT
control level. Another 1997 8-hour
ozone NAAQS requirement for RACT is
to submit a negative declaration if there
are no CTG major sources of VOC and
NOx emissions within the
nonattainment area in lieu of or in
addition to a certification.

For addressing interstate transport of
ozone pollution, EPA determined in the
Phase 2 Ozone Implementation Rule
that the regional NOx emissions
reductions that result from either the

NOx SIP Call or the Clean Air Interstate
Rule (CAIR) would meet the NOx RACT
requirement for EGUs located in states
included within the respective
geographic regions. Thus, EPA
concluded that the states need not
perform a NOx RACT analysis for
sources subject to the state’s emission
cap-and-trade program where the cap-
and-trade program has been adopted by
the state and approved by EPA as
meeting the NOx SIP Call requirements
or, in states achieving the CAIR
reductions solely from EGUs, the CAIR
NOx requirements.

In November 2008, several parties
challenged EPA’s Phase 2 Ozone
Implementation Rule. In particular,
EPA’s determination that compliance
with the NOx SIP Call could satisfy NOx
RACT requirements for EGUs in
nonattainment areas was challenged. As
a result of this litigation, the Court
decided that the provisions in the Phase
2 Ozone Implementation Rule providing
that a state need not perform (or submit)
a NOx RACT analysis for EGU sources
subject to a cap-and-trade program in
accordance with the NOx SIP Call were
inconsistent with the statutory
requirements of section 172(c)(1) of the
CAA. Because regionwide RACT-level
reductions in emissions do not meet the
statutory requirement that the
reductions be from sources in the
nonattainment area, the Court found
that EPA has not shown that compliance
with the NOx SIP Call will result in at
least RACT-level reductions in
emissions from sources within each
nonattainment area. See NRDC v. EPA,
571 F.3d 1245 (D.C. Cir. 2009).

II. EPA’s Rationale for Withdrawal of
Proposed Approval and Proposal of
Conditional Approval

On September 29, 2006, PADEP
submitted on behalf of AMS a SIP
revision for Philadelphia County to
meet the RACT requirements for the
1997 8-hour ozone NAAQS. The 2006
SIP revision consists of a demonstration
that Philadelphia County has met the
RACT requirements for NOx and VOC,
and includes: (1) A certification that
previously adopted RACT controls in
Pennsylvania’s SIP that were approved
by EPA for Philadelphia County under
the 1-hour ozone NAAQS are based on
the currently available technically and
economically feasible controls, and
continue to represent RACT for the 8-
hour implementation purposes; (2) the
adoption of federally enforceable
permits that represent RACT control
levels for four major VOC sources; and
(3) a negative declaration that certain
VOC sources do not exist in
Philadelphia County.

On August 26, 2008 (73 FR 50270),
EPA published a notice of proposed
rulemaking (NPR) proposing approval of
the 2006 SIP revision. However, the
2006 SIP revision relies on the NOx SIP
Call to meet the NOx RACT
requirements for EGUs. In light of the
Court decision regarding the Phase 2
Ozone Implementation Rule, EPA has
determined it cannot approve the
presumption in the 2006 SIP submittal
that the NOx SIP Call constitutes RACT
for EGU sources in Philadelphia County.
Thus, AMS needs to perform a NOx
RACT analysis for sources that in the
2006 SIP revision relied on the NOx SIP
Call to satisfy Philadelphia County’s
NOx RACT requirements.

Upon further review, EPA also
determined that the 2006 SIP revision
does not specifically and sufficiently
address if the source-specific RACT
controls for 46 major sources in
Philadelphia County that were
previously approved in the SIP under
the 1-hour ozone NAAQS continue to
represent RACT under the 1997 8-hour
ozone NAAQS. Therefore, to satisfy the
major source RACT requirement for the
1997 8-hour ozone NAAQS, AMS needs
to either: (1) Provide a certification that
previously adopted source-specific
RACT controls approved by EPA in
Pennsylvania’s SIP under the 1-hour
ozone NAAQS for major sources in
Philadelphia County (as listed in 40
CFR 52.2020(d)(1)) continue to
adequately represent RACT for the 1997
8-hour ozone NAAQS, or (2) perform a
source-specific RACT analysis for each
source which controls are not currently
adequately representing RACT under
the 1997 8-hour ozone standard.

On June 22, 2010, PADEP submitted
another SIP revision addressing
Philadelphia County’s RACT
requirements under the 1997 8-hour
ozone standard. The 2010 SIP revision
consists of: (1) The adoption of two
regulations to meet CTG RACT
requirements, and (2) a negative
declaration for a CTG source category.

Since the 2006 SIP revision relies on
the NOx SIP Call to meet the NOx RACT
requirements for EGUs and it does not
specifically and sufficiently address the
source-specific RACT determinations
for 46 major sources that were
previously approved under the 1-hour
ozone standard, EPA has determined
that it cannot proceed with the final
approval of this SIP revision. Therefore,
EPA is withdrawing its August 26, 2008
proposed rule (73 FR 50270) to approve
the 2006 SIP revision.

Nevertheless, in this rulemaking
action, EPA is proposing conditional
approval of Philadelphia County’s 1997
8-hour ozone RACT demonstration
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provided in the 2006 and 2010 SIP
revisions, based upon a commitment
from AMS to submit additional SIP
revisions to provide source-specific
RACT determinations for certain major
sources of VOC and NOx in
Philadelphia County, and a certification
that previously adopted source-specific
RACT controls approved by EPA in the
Pennsylvania’s SIP under the 1-hour
ozone NAAQS for the remaining sources
in Philadelphia County (as listed in 40
CFR 52.2020(d)(1)) continue to
adequately represent RACT for the 1997
8-hour ozone NAAQS. Pursuant to

section 110(k)(4) of the CAA, on April
26, 2013, PADEP submitted on behalf of
AMS a letter committing to submit SIP
revisions to address source-specific
RACT controls under the 1997 8-hour
ozone standard for Philadelphia County.

III. Summary of SIP Revisions

A. CTG RACT Controls and Negative
Declarations

In the 2006 SIP revision, in lieu of
adopting regulations to address VOC
CTG RACT requirements, Federally-
enforceable permits were included for
the following four major VOC sources in

Philadelphia County: (1) Philadelphia
Gas Works—Richmond Station, (2)
Philadelphia Energy Solutions Refinery
(formerly Sunoco Philadelphia
Refinery), (3) Aker Philadelphia
Shipyard, and (4) Sunoco Chemicals. In
Section 4 of the 2006 SIP revision, AMS
certified that these permits established
RACT controls that are as stringent as
EPA’s presumptive RACT provided in
the applicable CTG documents for the
specific source categories. Table 1
identifies the four major VOC sources
and the applicable CTG RACT
requirements covered by these permits.

TABLE 1—AFFECTED VOC SOURCES AND CTG RACT REQUIREMENTS

RACT basis

Affected sources in Philadelphia County

CTG: Control of Volatile Organic Equipment Leaks from Natural Gas/
Gasoline Processing Plants, EPA-450/2—83-007, December 1983.

CTG: Control Techniques Guidelines for Shipbuilding and Ship Repair
Operations (Surface Coating), 61 FR 44050, August 27, 1996.
ACT: Surface Coating Operations at Shipbuilding and Ship Repair Fa-

cilities, EPA-453/R-94-032, April 1994

CTG: Control of Volatile Organic Compound Emissions from Air Oxida-
tion Processes in Synthetic Organic Chemical Manufacturing Industry
(SOCMI), EPA-450/3—-84-015, December 1984.

Control of Volatile Organic Compound Emissions from Reactor Proc-
esses and Distillation Operations Processes in the Synthetic Organic
Chemical Manufacturing Industry (SOCMI), EPA-450/4-91-031, Au-

gust 1993.

phia Refinery).

—Sunoco Chemicals.

—Sunoco Chemicals.

—Philadelphia Gas Works—Richmond Station.
—Philadelphia Energy Solutions Refinery (formerly Sunoco Philadel-

—Aker Philadelphia Shipyard.

However, in the 2006 SIP revision,
Philadelphia Gas Works—Richmond
Station and Philadelphia Energy
Solutions Refinery (formerly Sunoco
Philadelphia Refinery) were erroneously
defined as natural gas processing plants
under EPA’s CTG “Control of Volatile
Organic Equipment Leaks from Natural
Gas/Gasoline Processing Plants,” (EPA-
450/2—-83—-007, December 1983).
Subsequently, as part of the 2010 SIP
revision, AMS submitted a negative
declaration demonstrating that no
sources exist in Philadelphia County for
this CTG source category.

In addition, the 2010 SIP revision
adopts VOC RACT rules that address the
following CTGs: (1) “‘Control
Techniques Guidelines for Shipbuilding
and Ship Repair Operations (Surface
Coating” (61 FR 44050, August 27,
1996); (2) “Control of Volatile Organic
Compound Emissions from Air
Oxidation Processes in Synthetic
Organic Chemical Manufacturing
Industry” (EPA-450/3-84—-015,

December 1984); and (3) “Control of
Volatile Organic Compound Emissions
from Reactor Processes and Distillation
Operations in Synthetic Organic
Chemical Manufacturing Industry”
(EPA-450/4-91-031, August 1993).
Therefore, the 2010 SIP revisions
addresses each of the CTG requirements
listed in Table 1 and it supersedes
Section 4 of the 2006 SIP revision
addressing these CTG RACT
requirements.

For Philadelphia Gas Works—
Richmond Station and Philadelphia
Energy Solutions (formerly Sunoco
Refinery), which were erroneously
defined as natural gas processing plants
in the 2006 SIP revision, EPA approved
source-specific RACT evaluations under
the 1-hour ozone standard. See 66 FR
54947 and 66 FR 54942 (October 31,
2001). The 2006 and 2010 SIP revisions
do not address how Philadelphia meets
the “major source” RACT requirement
under the 1997 8-hour ozone standard
for those sources for which EPA had

previously approved source-specific
RACT determinations under the 1-hour
ozone NAAQS. However, AMS has
committed to submit additional SIP
revisions to address this RACT
requirement.

In addition to the 2010 SIP revision’s
negative declaration, the 2006 SIP
revision includes a negative declaration
for the VOC source category defined
under EPA’s CTG “Control of Volatile
Organic Emissions from Existing
Stationary Sources, Volume VII: Factory
Surface Coating of Flat Wood Paneling”
(EPA-450/2—-78-032, June 1978). Table
2 below lists the negative declarations
submitted by AMS in the 2006 and 2010
SIP revisions, which EPA is proposing
to conditionally approve. AMS certified
that these VOC CTG source categories
do not exist in Philadelphia County.
Therefore, AMS does not need to adopt
regulations addressing the applicable
CTGs for these source categories.

TABLE 2—PHILADELPHIA COUNTY’S NEGATIVE DECLARATION LIST FOR VOC CTG SOURCES

CTG source category

RACT basis

Coating of Flat Wood Paneling

Control of Volatile Organic Emissions from Existing Stationary Sources,
Volume VII: Factory Surface Coating of Flat Wood Paneling, EPA—
450/2-78-032, June 1978.
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TABLE 2—PHILADELPHIA COUNTY’S NEGATIVE DECLARATION LIST FOR VOC CTG SOURCES—Continued

CTG source category

RACT basis

Equipment Leaks from Natural Gas and Gasoline Processing Plants ....

Control of Volatile Organic Equipment Leaks from Natural Gas/Gaso-
line Processing Plants, EPA-450/2—83-007, December 1983.

B. VOC RACT Controls

AMS Regulation (AMR) V (“Control of
Emissions of Organic Substances From
Stationary Sources”) and PADEP
Regulation Title 25, Chapter 129 contain
the CTG and non-CTG VOC RACT
controls that were implemented and
approved in Philadelphia County SIP
under the 1-hour ozone NAAQS. The
2006 SIP revision identifies
Philadelphia County’s VOC RACT
regulations for which AMS has
provided the required evaluation and is
certifying as currently representing
RACT under the 1997 8-hour ozone
NAAQS. Although alternative control
technology documents (ACTs) are not
regulatory documents and have no legal
effect on state regulations, EPA requires
that states verify that ACTs have been
considered in the RACT program
development process. Therefore,
Philadelphia County included ACTs in
their review of applicable RACT
requirements in the 2006 SIP revision.
Further details of Philadelphia County’s
RACT determination for the 1997 8-hour
ozone NAAQS can be found in the
technical support document (TSD)
prepared for this rulemaking action.

The 2010 SIP revision adopts the
following regulations to meet CTG
RACT requirements: (1) AMR V, section

XV “Control of Volatile Organic
Compounds (VOC) from Marine Vessel
Coating Operations” and (2) AMR 'V,
section XVI “Synthetic Organic
Manufacturing Industry (SOCMI) Air
Oxidation, Distillation, and Reactor
Processes.” These regulations are in
accordance with EPA’s presumptive
RACT provided in the following CTGs:
(1) “Control Techniques Guidelines for
Shipbuilding and Ship Repair
Operations (Surface Coating)” (61 FR
44050, August 27, 1996), (2) “Control of
Volatile Organic Compound Emissions
from Air Oxidation Processes in
Synthetic Organic Chemical
Manufacturing Industry” (EPA—450/3—
84—015, December 1984), and (3)
“Control of Volatile Organic Compound
Emissions from Reactor Processes and
Distillation Operations in Synthetic
Organic Chemical Manufacturing
Industry” (EPA-450/4—91-031, August
1993). The 2010 SIP revision also
amends AMR V, section I “Definitions”
for incorporating various definitions
applicable to the adopted provisions in
Sections XV and XVI. These definitions
are in accordance with EPA’s
recommendations in the applicable
CTGs. These amendments to AMR V
were adopted by AMS on April 26, 2010
and became effective upon adoption.

1. Marine Vessel Coating Operations

AMR V, section XV is applicable to

marine vessel coating operations at a
facility at which the total potential VOC
emissions equal or exceed 25 tons
(22.75 metric tons) per year; or the
actual VOC emissions from all marine
vessel coating operations exceed 15
pounds (7 kilograms) per day or 2.7 tons
(2,455 kilograms) per year. The
regulation establishes VOC emissions
limits from general use coatings and
from various specialty coatings. The
limits, provided in Table 3 below, are
expressed in two sets of equivalent
units: grams/liter coating (minus water
and exempt compounds) or grams/liter
of solids. The limits are identical to
those recommended in the
corresponding CTG document, except
that the cold-weather was specified to a
period of every year, November 1st
through March 31st. Further, for any
coating used in a marine vessel coating
operation for which the regulation does
not provide an emissions standard,
AMR 'V, section XV establishes a
maximum VOC content limit of 340
grams/liter (minus water and exempt
solvents) or 571 grams per liter solids.

TABLE 3—VOC EMISSIONS LIMITS FOR MARINE COATINGS IN AMR V, SECTION XV

Coating category

VOC limitsabe

coating

Grams per liter of

(minus water and
except compounds)

Grams/liter solids ¢

April 1st through
October 31st

November 1st
through
March 31std

General USe .......ooocveeeiiiie e

Specialty:

Air flask ....cccvvveeeeeiie e

Antenna

Antifoulant .........

Heat resistant ...

High-gloss .............

High-temperature ..

Inorganic zinc high-build .
Military exterior ........
Mist ..o
Navigational aids ..
Nonskid ................
Nuclear .........
Organic zinc

Pretreatment wash primer .....................
Repair and maintenance of thermoplastics ..
Rubber camouflage ........ccccccereiriennnn.

Sealant for thermal spray aluminum ...

Special marking ........ccocevvveenrenieeneeee

340

340
530
400
420
420
500
340
340
610
550
340
420
360
780
550
340
610
490

571

571
1,439
765
841
841
1,237
571
571
2,235
1,597
571
841
630
11,095
1,597
571
2,235
1,178

728

728
1,439
971
1,069
1,069
1,597
728
728
2,235
1,597
728
1,069
802
11,095
1,597
728
2,235
1,178
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TABLE 3—VOC EMISSIONS LIMITS FOR MARINE COATINGS IN AMR V, SECTION XV—Continued

Coating category

VOC limitsabe

coating

Grams per liter of

(minus water and
except compounds)

Grams/liter solids ¢

April 1st through
October 31st

November 1st
through
March 31std

Specialty interior .........ccccooeveiiiiennieeenn.

Tack coat .......coeeiiiiieinne

Undersea weapon systems .......
Weld-through preconstruction ...
primer

340 571 728
610 2,235 2,235
340 571 728
650 2,885 2,885

aThe above limits are expressed in two sets of equivalent units, grams/liter coating (minus water and exempt compounds) or grams/liter solids.
bTo convert from grams/liter (g/L) to pounds/gallon (Ib/gal), multiply by (3,785 L/gal)(1/453.6 Ib/g) or 1/120. For compliance purposes, metric

units define the standards.

¢VOC limits expressed in units of mass of VOC per volume of solids were derived from the VOC limits expressed in units of mass of VOC per
volume of coating assuming the coatings contain no water or exempt compounds and that the volumes of all components within a coating are

additive.

dThese limits apply during the period November 1st through March 31st. During this period of time, allowances are not given to coating cat-
egories that permit less than 40 percent solids (non-volatiles) content by volume. Such coatings are subject to the same limits regardless of

weather conditions.

eVOC limits from EPA’s CTG for Ship Building, (61 FR 44050, August 27, 1996).

AMR V, section XV also specifies as
RACT the following cleanup
requirements to minimize VOC
emissions: (1) Storing all waste
materials containing VOC, including
cloth and paper, in closed containers;
(2) maintaining lids on any VOC-bearing
materials when not in use; and (3) using
enclosed containers or VOC recycling
equipment to clean spray gun
equipment.

2. Synthetic Organic Chemical
Manufacturing Industry

AMR V, section XVI applies to a vent
stream from an air oxidation unit
processes, distillation operations, or
reactor processes in the SOCMI. The
regulation is limited to vent streams
from reactor processes and distillation
operations producing one or more of the
chemicals listed in Appendix A of
“Control of Volatile Organic Compound
Emissions from Reactor Processes and
Distillation Operations in Synthetic
Organic Chemical Manufacturing
Industry (SOCMI) for Reactor and
Distillation CTG” (EPA—450/4-91-031,
August 1993) and vent streams from an
air oxidation unit process producing
one or more of the chemicals listed in
40 CFR 60.617.

The owner or operator of an affected
source subject to AMR V, section XVI is
required to comply with the New
Source Performance Standards (NSPS)
requirements found in 40 CFR part 60,
subpart III, subpart NNN, and/or subpart
RRR, with some exceptions listed. The

NSPS requirements for SOCMI sources
are essentially identical to those
recommendations in the applicable
CTGs, and therefore are as stringent as
EPA’s presumptive RACT. An air
oxidation unit process, a distillation
operation or reactor process in SOCMI
subject to AMR V, section XVI must
comply with either one of the following
standards: (1) Reduction of emissions of
total organic compounds (TOC) (minus
methane and ethane) by 98 weight-
percent, or to a TOC (minus methane
and ethane) concentration of 20 ppmv
on a dry basis corrected to 3 percent
oxygen, whichever is less stringent; (2)
combustion of the emissions in a flare
that meets the requirements of 40 CFR
60.18; or (3) maintenance of a total
resource effectiveness (TRE) index value
greater than 1.0 without use of VOC
emission control devices.

The TRE index is a measure of the
supplemental total resource requirement
per unit of VOC reduction, associated
with VOC control by a flare or
incinerator. The TRE index value can be
determined for each vent stream for
which the off-gas characteristics are
known, including: flow rate, hourly
VOC emissions, corrosion properties,
and net heating value. AMR V, section
XVI provides two equations for
calculating the TRE index value: (1) For
a vent stream controlled by a flare, and
(2) a vent stream controlled by an
incinerator. For purposes of complying
with maintaining a TRE index value
greater than 1.0 without the use of VOC

emission control devices, the owner or
operator of a facility affected should
calculate the TRE index value of the
vent stream using the equation for
incineration. The TRE index value of a
non-halogenated vent stream is
determined by calculating values using
both the incinerator equation and the
flare equation, and selecting the lower
of the two values.

EPA finds that the provisions adopted
in AMR V, sections XV and XVI and the
amendments of AMR V, section I are
consistent with the CTG documents
issued by EPA and that they represent
RACT under the 1997 8-hour ozone
standard for these VOC source
categories in Philadelphia County.
Thus, EPA is proposing conditional
approval of the 2010 SIP revision as part
of Philadelphia County’s RACT
demonstration for the 1997 8-hour
ozone NAAQS.

C. NOx RACT Controls

The 2006 SIP revision demonstrates
that AMR VII (““Control of Emissions of
Nitrogen Oxides From Stationary
Sources”) and PADEP Regulation Title
25, Chapter 129 (“‘Standards for
Sources”’) contain NOx RACT controls
that were implemented and approved in
Philadelphia County SIP under the 1-
hour ozone NAAQS. Table 4 lists
Philadelphia County’s NOx RACT
controls for which AMS has provided
the required evaluation and is certifying
as currently representing RACT for the
1997 8-hour ozone NAAQS.
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TABLE 4—PHILADELPHIA COUNTY’S NOx RACT CONTROLS UNDER THE 1997 8-HOUR OzONE NAAQS

Regulation

SIP Approval by EPA

RACT Rule applicability and requirements

AMR VII, section |l—Fuel Burning
Equipment.

AMR VII, section
Plants.

AMR VI, section IV—Emissions Mon-
itoring.

25 Pa. Code sections 129.91-—
129.95—Control of major sources
of NOx and VOCs.

Il—Nitric  Acid

1/14/87; 52 FR 1456
5/14/73; 38 FR 12696
5/14/73; 38 FR 12696

7/20/01; 66 FR 37908

This section applies to fuel burning equipment greater than or equal to
250,000 BTU/hr.

This section applies to nitric acid plants in excess of three pounds per ton
of acid produced on a two hour average.

This section requires instrument(s) for continuously monitoring and record-
ing emissions of nitrogen oxides be well maintained.

This regulation applies to all major sources of NOx and VOC not subject
to any other RACT regulations.

Section 129.92 establishes requirements for source-specific RACT deter-
minations for certain major NOx and VOC sources.

Section 129.93 establishes presumptive RACT limitations for certain class-
es of combustion units: coal-fired combustion units rated equal or great-
er than 100 MMBtu, combustion units rated equal or greater than 20

MMBtu and less than 50 MMBtu.

In the 2006 SIP revision, AMS also
certifies that PADEP’s interstate
pollution transport regulations currently
represent NOx RACT under the 1997
8-hour ozone NAAQS. These provisions
rely on the NOx SIP Call and are found
in the following PADEP regulations: 25
Pa. Code sections 145.1-145.100 (“NOx
Budget Trading Program”), 25 Pa. Code
sections 145.111-145.113 (“Emissions
of NOx from Stationary Internal
Combustion Engines’’), and 25 Pa. Code
sections 145.141-144 (“Emissions of
NOx from Cement Manufacturing”). In
light of the Court decision regarding the
Phase 2 Ozone Implementation Rule,
EPA has determined it cannot approve
AMS’ presumption that the NOx SIP
Call constitutes RACT for EGU sources
in Philadelphia County. There are five
EGUs in Philadelphia County that relied
on emissions reductions under the NOx
SIP Call as RACT: (1) Exelon—Delaware
Station, (2) Exelon—Richmond Station,
(3) Exelon—Schuylkill Station, (4)
Veolia—Edison Station (formerly
Trigen—Edison Station), and (5)
Veolia—Schuylkill Station (formerly
Trigen—Schuylkill Station). These
EGUs are all major sources of NOx.
AMS has committed to submit
additional SIP revisions to address
RACT for these five sources in
Philadelphia County by providing
source-specific RACT determinations.

D. Source-Specific RACT

AMS is implementing PADEP’s
regulation 25 Pa. Code sections 129.91
through 129.95 as RACT for the 1997 8-
hour ozone standard for all major
sources of NOx and VOC not subject to
any other RACT rules. The regulation
requires the owners or operators of the
applicable sources to provide a case-by-
case evaluation to determine RACT for
each source (25 Pa. Code section 129.92)
or to alternatively comply with
presumptive NOx standards (25 Pa.
Code section 129.93).

Under the 1-hour ozone NAAQS, EPA
previously approved into
Pennsylvania’s SIP source-specific
RACT determinations for 46 major
sources of VOC and NOx in
Philadelphia County. See 40 CFR
52.2020(d)(1). EPA has found that the
2006 and 2010 SIP revisions do not
address how AMS is currently meeting
the source-specific RACT requirement
under the 1997 8-hour ozone NAAQS
for these 46 major sources. AMS has
also identified five sources that since
the approval of the 1-hour ozone source-
specific RACT determinations have
adopted or will adopt additional
controls that represent RACT under the
1997 8-hour ozone NAAQS: (1)
Philadelphia Energy Solutions Refinery
(formerly Sunoco Refinery), (2) Kraft
Nabisco (formerly Nabisco Biscuit Co),
(3) Temple University—Health Sciences
Center, (4) GATX Terminals
Corporation, and (5) Honeywell
International (formerly Sunoco
Chemicals—Frankford Plant). AMS has
committed to submit additional SIP
revisions to address RACT for these
major sources of NOx and VOC in
Philadelphia County.

IV. Withdrawal of Proposed Action and
Proposed Action

In this rulemaking action, EPA is
withdrawing its August 26, 2008 NPR
(73 FR 50270), which proposed to
approve the 2006 SIP revision submitted
by PADEP on behalf of AMS as
Philadelphia County’s 1997 8-hour
ozone RACT demonstration in
accordance with the Court’s Opinion in
NRDC'v. EPA. See 571 F.3d 1245. EPA
is also proposing to conditionally
approve Philadelphia County’s RACT
demonstration under the 1997 8-hour
ozone NAAQS, as provided in the 2006
and the 2010 SIP revisions. Pursuant to
section 110(k)(4) of the CAA, this
conditional approval is based upon a
letter from PADEP on behalf of AMS

dated April 26, 2013 committing to
submit to EPA, no later than twelve
months from EPA’s final conditional
approval of Philadelphia County’s 1997
8-hour ozone RACT demonstration,
additional SIP revisions to address the
deficiencies in the current RACT
demonstration for Philadelphia County.
The SIP revisions, to be submitted by
PADEP on behalf of AMS, will address
source-specific RACT determinations
for the following major sources in
Philadelphia County: (1) Exelon—
Delaware Station, (2) Exelon—
Richmond Station, (3) Exelon—
Schuylkill Station, (4) Veolia—Edison
Station (formerly Trigen—Edison
Station), (5) Veolia—Schuylkill Station
(formerly Trigen—Schuylkill Station),
(6) Philadelphia Energy Solutions
Refinery (formerly Sunoco Refinery), (7)
Kraft Nabisco (formerly Nabisco Biscuit
Company), (8) Temple University,
Health Sciences Center, (9) GATX
Terminals Corporation, and (10)
Honeywell (formerly Sunoco Chemicals,
Frankford Plant); and will include a
certification that previously adopted
source-specific RACT controls approved
by EPA in the Commonwealth of
Pennsylvania’s SIP under the 1-hour
ozone NAAQS for the remaining sources
in Philadelphia County (as listed in 40
CFR 52.2020(d)(1)) continue to
adequately represent RACT for the 1997
8-hour ozone NAAQS.

Once EPA has determined that AMS
has satisfied this condition, EPA shall
remove the conditional nature of its
approval and Philadelphia County’s
1997 8-hour ozone RACT demonstration
will, at that time, receive a full approval
status. Should AMS fail to meet the
condition specified above, the final
conditional approval of Philadelphia
County’s 1997 8-hour ozone RACT
demonstration will convert to a
disapproval. EPA is soliciting public
comments on the issues discussed in
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this document. These comments will be
considered before taking final action.

V. Statutory and Executive Order
Reviews

Under the CAA, the Administrator is
required to approve a SIP submission
that complies with the provisions of the
CAA 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 proposes to approve state
law as meeting Federal requirements
and does not impose additional
requirements beyond those imposed by
state law. For that reason, this proposed
action:

e 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
0f 1995 (Pub. L. 104-4);

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

e 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);

e 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 CAA; 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 proposed rule,
pertaining to Philadelphia County’s
RACT under the 1997 8-hour ozone
NAAQS, 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.

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Nitrogen dioxide,
Ozone, Reporting and recordkeeping
requirements, Volatile organic
compounds.

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

Dated: June 3, 2013.
W.C. Early,
Acting Regional Administrator, Region III.
[FR Doc. 201314519 Filed 6-18-13; 8:45 am]
BILLING CODE 6560-50-P

GENERAL SERVICES
ADMINISTRATION

41 CFR Part 102-117

[FMR Case 2012-102-5; Docket 2012-0017,
Sequence 1]

RIN 3090-AJ34

Federal Management Regulation
(FMR); Restrictions on International
Transportation of Freight and
Household Goods

AGENCY: Office of Governmentwide
Policy (OGP), General Services
Administration (GSA).

ACTION: Proposed rule.

SUMMARY: GSA is proposing to amend
the Federal Management Regulation
(FMR) provisions pertaining to the use
of United States air carriers for cargo
under the provisions of the “Fly
America Act.” This proposed rule
would additionally update the current
provisions in the FMR regarding the
Cargo Preference Act of 1954, as
amended. Also, this proposed rule
would amend the Federal Management
Regulation (FMR) to state clearly that
this part applies to all agencies and
wholly-owned Government corporations
except where otherwise expressly
provided.

DATES: Interested parties should submit
comments in writing on or before July
19, 2013 to be considered in the
formulation of a final rule.

ADDRESSES: Submit comments in
response to FMR Case 2012-102-5 by
any of the following methods:

¢ Regulations.gov: http://
www.regulations.gov. Submit comments
via the Federal eRulemaking portal by
searching for “FMR Case 2012-102-5,”
select the link “Submit a Comment”
that corresponds with “FMR case 2012—

102-5.” Follow the instructions
provided at the “Submit a Comment”
screen. Please include your name,
company name (if an