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reexports, and transfers (in-country) of
items subject to the EAR, must be in
writing and sent to: Director, Office of
Enforcement Analysis, Bureau of
Industry and Security, U.S. Department
of Commerce, 14th Street and
Pennsylvania Avenue NW., Room 4065,
Washington, DC 20230, via fax to (202)
482-0971, or by email to UVLRequest@
bis.doc.gov.

(2) The Deputy Assistant Secretary for
Export Enforcement will review such
requests and will convey the decision
on the request to the requester in
writing based on an assessment of the
listed person’s bona fides as a party to
exports, reexports, and transfers (in-
country) subject to the EAR. That
decision will be the final agency action
on the request.

m 8. Supplement No. 6 to Part 744 is
added to read as follows:

Supplement No. 6 to Part 744—
Unverified List

Exports, reexports, and transfers (in-
country) involving parties to the
transaction who are listed in this
supplement are subject to the
restrictions outlined in § 744.15 of the
EAR.

Federal Reg-
Listed person | ister citation
Country and address and date of
publication
Reserved ...... Reserved ...... Reserved.

PART 756—[AMENDED]

m 9. The authority citation for 15 CFR
Part 756 continues to read as follows:

Authority: 50 U.S.C. app 2401 et seq.; 50
U.S.C. 1701 et seq.; E.O. 13222, 66 FR 44025,
3 CFR, 2001 Comp., p. 783; Notice of August
8, 2013, 78 FR 49107 (August 12, 2013).

m 10. Section 756.1 is amended by
revising paragraph (a)(3) to read as
follows:

§756.1 Introduction.

(a) L

(3) A decision on a request to remove
or modify an Entity List entry made
pursuant to § 744.16 of the EAR or a
decision on a request to remove an
Unverified List entry made pursuant to
§744.15 of the EAR.

* * * * *

PART 758—[AMENDED]

m 11. The authority citation for 15 CFR
Part 758 continues to read as follows:

Authority: 50 U.S.C. app. 2401 et seq.; 50
U.S.C. 1701 et seq.; E.O. 13222, 66 FR 44025,
3 CFR, 2001 Comp., p. 783; Notice of August
8, 2013, 78 FR 49107 (August 12, 2013).

m 12. Section 758.1 is amended by
adding paragraph (b)(8) to read as
follows:

§758.1 The Automated Export System
(AES) record.

* * * * *

(b) * * *

(8) For all exports of tangible items
subject to the EAR where parties to the
transaction, as described in § 748.5(d)—
(f) of the EAR, are listed on the
Unverified List (Supplement 6 to Part
744 of the EAR), regardless of value or

destination.
* * * * *

PART 762—[AMENDED]

m 13. The authority citation for 15 CFR

Part 762 continues to read as follows:
Authority: 50 U.S.C. app. 2401 et seq.; 50

U.S.C. 1701 et seq.; E.O. 13222, 66 FR 44025,

3 CFR, 2001 Comp., p. 783; Notice of August
8, 2013, 78 FR 49107 (August 12, 2013).

m 14. Section 762.2 is amended by

revising paragraph (b)(13) to read as
follows:

§762.2 Records to be retained.
* * * * *

(b) * * *

(13) § 744.15(b), UVL statement as
well as any logs or records created for
multiple exports, reexports, and
transfers (in-country);

* * * * *

Dated: December 12, 2013.
Kevin J. Wolf,

Assistant Secretary for Export
Administration.

[FR Doc. 2013-30117 Filed 12-18-13; 8:45 am]
BILLING CODE 3510-33-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 10
[Docket No. FDA 2013-S-0610]

Citizen Petition Submission; Technical
Amendment

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule; technical
amendment.

SUMMARY: The Food and Drug
Administration (FDA) is modernizing its
administrative regulations regarding
submission of citizen petitions to
explicitly provide for electronic
submission. The current regulation does
not recognize electronic methods for

submitting citizen petitions; thus, this
action will enable efficiency and ease in
the filing of citizen petitions.

DATES: This final rule is effective
December 19, 2013.

FOR FURTHER INFORMATION CONTACT: Lisa
M. Helmanis, Office of Policy,
Regulations Policy Management Staff,
Food and Drug Administration, 10903
New Hampshire Ave., Silver Spring, MD
20993, 301-796-9135.

SUPPLEMENTARY INFORMATION: FDA is
updating its administrative regulations
in 21 CFR part 10 to include an
electronic method for citizen petition
submissions and to remove references
only to written documents. The Agency
still allows for non-electronic
submissions, however, electronic
submissions of a citizen petition to a
specific electronic docket presents a
simpler and straightforward approach.
FDA has created a single docket on
http://www.regulations.gov, the U.S.
Government’s consolidated docket Web
site for Federal Agencies, for the initial
electronic submission of all citizen
petitions. The FDA Electronic Method
for Submission of Citizen Petitions
Docket, Docket No. FDA 2013-S-0610,
allows the petitioner to create an
electronic submission through http://
www.regulations.gov and provides an
alternative to the current system of
submission for citizen petitions.
Electronic submissions through http://
www.regulations.gov will provide the
submitter with an immediate record of
the time of submission. FDA’s Division
of Dockets Management (DDM) (http://
www.fda.gov/RegulatoryInformation/
Dockets/default.htm) will continue to
inform the submitter of formal filing;
however, tracking will be more easily
accomplished through electronic
submission.

DDM will receive the electronically
submitted citizen petition through the
Federal Dockets Management System,
the Agency component of http://
www.regulations.gov. Subsequently,
DDM will review the electronic
submission and when it accepts the
citizen petition for filing, DDM will
assign a docket number to that petition,
different from the FDA electronic
submission docket number. This unique
docket number from DDM identifies the
docket for that particular citizen
petition for all future filings and
submissions related only to that citizen
petition. Subsequent submissions
associated with that citizen petition will
refer to the assigned unique docket
number. The advantage to this change is
that it ensures efficiency and ease in
communication, quicker interaction
between citizen petitioners and FDA,


http://www.fda.gov/RegulatoryInformation/Dockets/default.htm
http://www.fda.gov/RegulatoryInformation/Dockets/default.htm
http://www.fda.gov/RegulatoryInformation/Dockets/default.htm
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
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and easier access to FDA to seek input
through the citizen petition process.

Publication of this document
constitutes final action under the
Administrative Procedure Act (5 U.S.C.
553). FDA has determined that good
cause exists to dispense with prior
notice and public comment under 5
U.S.C. 553(b)(3)(B) since such notice
and comment are unnecessary because
this amendment to the regulation
provides only technical and
grammatical corrections, modernizes the
administrative process to add a simple
and electronic method, ensures clarity
in the Agency’s regulations, and updates
obsolete information.

List of Subjects in 21 CFR Part 10

Administrative practice and
procedure, News media.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR part 10 is
amended as follows:

PART 10—ADMINISTRATIVE
PRACTICES AND PROCEDURES

m 1. The authority citation for 21 CFR
part 10 continues to read as follows:

Authority: 5 U.S.C. 551-558, 701-706; 15
U.S.C. 1451-1461; 21 U.S.C. 141-149, 321—
397, 4671, 679, 821, 1034; 28 U.S.C. 2112; 42
U.S.C. 201, 262, 236b, 264.

m 2. Amend § 10.30 by revising
paragraphs (b), (c), (d), (e)(3), and (g) to
read as follows:

§10.30 Citizen petition.

* * * * *

(b) A petition (including any
attachments) must be submitted in
accordance with the following
paragraphs, as applicable:

(1) Electronic submission. Petitions
(including any attachments) may be
electronically submitted in accordance
with paragraph (b)(3) of this section and
§10.20 through http://
www.regulations.gov at Docket No. FDA
2013-S-0610. It is only necessary to
submit one copy.

(2) Mail, delivery services, or other
non-electronic submissions. A petition
(including any attachments), that is not
electronically submitted under
paragraph (b)(1) of this section, must be
submitted in accordance with paragraph
(b)(3) and §10.20 and delivered to this
address: Division of Dockets
Management, Department of Health and
Human Services, Food and Drug
Administration, 5630 Fishers Lane, Rm.
1061, Rockville, MD 20852.

It is only necessary to submit two
copies.

(3) Petition format. A petition
submitted under paragraphs (b)(1) or
(b)(2) of this section must be in
accordance with §10.20 and in the
following format:

Citizen Petition

Date:
The undersigned submits this petition
under (relevant statutory sections,

if known) of the  (Federal Food,
Drug, and Cosmetic Act or the Public
Health Service Act or any other
statutory provision for which authority
has been delegated to the Commissioner
of Food and Drugs) to request the
Commissioner of Food and Drugs to
_ (issue, amend, or revoke a
regulation or order or take or refrain
from taking any other form of
administrative action).

A. Action Requested

((2) If the petition requests the
Commissioner to issue, amend, or
revoke a regulation, the exact wording
of the existing regulation (if any) and
the proposed regulation or amendment
requested.)

((2) If the petition requests the
Commissioner to issue, amend, or
revoke an order, a copy of the exact
wording of the citation to the existing
order (if any) and the exact wording
requested for the proposed order.)

((3) If the petition requests the
Commissioner to take or refrain from
taking any other form of administrative
action, the specific action or relief
requested.)

B. Statement of Grounds

(A full statement, in a well-organized
format, of the factual and legal grounds
on which the petitioner relies, including
all relevant information and views on
which the petitioner relies, as well as
representative information known to the
petitioner which is unfavorable to the
petitioner’s position.)

C. Environmental Impact

(A) Claim for categorical exclusion
under §§ 25.30, 25.31, 25.32, 25.33, or
§ 25.34 of this chapter or an
environmental assessment under § 25.40
of this chapter.)

D. Economic Impact

(The following information is to be
submitted only when requested by the
Commissioner following review of the
petition: A statement of the effect of
requested action on: (1) Cost (and price)
increases to industry, government, and
consumers; (2) productivity of wage
earners, businesses, or government; (3)
competition; (4) supplies of important
materials, products, or services; (5)

employment; and (6) energy supply or
demand.)

E. Certification

The undersigned certifies, that, to the
best knowledge and belief of the
undersigned, this petition includes all
information and views on which the
petition relies, and that it includes
representative data and information
known to the petitioner which are
unfavorable to the petition.

(Signature)

Name of petitioner)

(
(Mailing address)
(Telephone number)

(c) A petition which appears to meet
the requirements of paragraph (b)(3) of
this section and § 10.20 will be filed by
the Division of Dockets Management
with the date of filing and assigned a
unique docket number. The unique
docket number identifies the docket file
established by the Division of Dockets
Management for all submissions relating
to the petition, as provided in this part.
Subsequent submissions relating to the
matter must refer to the assigned docket
number assigned in this paragraph and
will be filed in the established docket
file. Related petitions may be filed
together and given the same docket
number. The Division of Dockets
Management will promptly notify the
petitioner of the filing and unique
docket number of the petition.

(d) An interested person may submit
comments to the Division of Dockets
Management on a filed petition, which
comments become part of the docket
file. The comments are to specify the
docket number of the petition and may
support or oppose the petition in whole
or in part. A request for alternative or
different administrative action must be
submitted as a separate petition.

(e) * *x %

(3) The Commissioner may grant or
deny such a petition, in whole or in
part, and may grant such other relief or
take other action as the petition
warrants. The petitioner is to be notified
of the Commissioner’s decision. The
decision will be placed in the public
docket file and may also be in the form
of a notice published in the Federal
Register.

* * * * *

(g) A petitioner may supplement,
amend, or withdraw a petition without
Agency approval and without prejudice
to resubmission at any time until the
Commissioner rules on the petition,
unless the petition has been referred for
a hearing under parts 12, 13, 14, or 15
of this chapter. After a ruling or referral,
a petition may be supplemented,
amended, or withdrawn only with the
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approval of the Commissioner. The
Commissioner may approve withdrawal,
with or without prejudice against
resubmission of the petition.

* * * * *

Dated: December 13, 2013.
Leslie Kux,
Assistant Commissioner for Policy.
[FR Doc. 2013-30150 Filed 12—18-13; 8:45 am]
BILLING CODE 4160-01-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 117

[Docket No. USCG—-2013-1008]
Drawbridge Operation Regulation;
Upper Mississippi River, Clinton, IA

AGENCY: Coast Guard, DHS.

ACTION: Notice of deviation from
drawbridge regulations.

SUMMARY: The Coast Guard has issued a
temporary deviation from the operating
schedule that governs the Clinton
Railroad Drawbridge across the Upper
Mississippi River, mile 518.0, at
Clinton, Iowa. The deviation is
necessary to allow the bridge owner
time to perform preventive maintenance
that is essential to the continued safe
operation of the drawbridge. This
deviation allows the bridge to open on
signal if at least 24 hours advance notice
is given.

DATES: This deviation is effective from
December 19, 2013 through 9 a.m.,
March 4, 2014, and has been enforced
with actual notice since 12:01 a.m.,
December 15, 2013.

ADDRESSES: The docket for this
deviation, (USCG-2013-1008) 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 Eric A.
Washburn, Bridge Administrator,
Western Rivers, Coast Guard; telephone
314-269-2378, email Eric. Washburn@
uscg.mil. If you have questions on

viewing the docket, call Cheryl F.
Collins, Program Manager, Docket
Operations, telephone 202—-366—9826.

SUPPLEMENTARY INFORMATION: The Union
Pacific Railroad requested a temporary
deviation for the Clinton Railroad
Drawbridge, across the Upper
Mississippi River, mile 518.0, at
Clinton, Iowa to open on signal if at
least 24 hours advance notice is given
from 12:01 a.m., December 15, 2013 to
9 a.m., March 15, 2014 to allow the
bridge owner time for preventive
maintenance. The Clinton Railroad
Drawbridge will resume its normal
operating schedule at 9 a.m., March 4,
2014 to align with the opening of Locks
on the Upper Mississippi River.

Winter conditions on the Upper
Mississippi River coupled with the
closure of Army Corps of Engineer’s
Lock No. 16 (Mile 457.2 UMR), Lock No.
17 (Mile 437.1 UMR), and Lock No. 18
(Mile 410.5 UMR) until 11:00 a.m.,
March 4, 2014 will preclude any
significant navigation demands for the
drawspan opening.

The Clinton Railroad Drawbridge
currently operates in accordance with
33 CFR 117.5, which states the general
requirement that drawbridge shall open
promptly and fully for the passage of
vessels when a request to open is given
in accordance with the subpart.

There are no alternate routes for
vessels transiting this section of the
Upper Mississippi River.

The Clinton Railroad Drawbridge, in
the closed-to-navigation position,
provides a vertical clearance of 18.7 feet
above normal pool. Navigation on the
waterway consists primarily of
commercial tows and recreational
watercraft. The drawbridge will open if
at least 24 hours advance notice is
given. This temporary deviation has
been coordinated with waterway users.
No objections were received.

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: December 5, 2013.
Eric A. Washburn,
Bridge Administrator, Western Rivers.
[FR Doc. 2013-30215 Filed 12—18—13; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 117
[Docket No. USCG-2013-0990]

Drawbridge Operation Regulation;
Chambers Creek, Steilacoom, WA

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 Burlington
Northern Santa Fe (BNSF) Chambers
Creek Railway Bridge across Chambers
Creek, mile 0.0, at Steilacoom, WA. The
deviation is necessary to allow BNSF to
perform maintenance and upgrade items
to this vertical lift bridge in support of
Positive Train Control requirements per
the Rail Safety Improvement Act of
2008. This will require locking the
bridge in the closed position and
locking out the power to the drive
system while the work is conducted.
This deviation allows the bridge to
remain in the closed position for 45
days during the maintenance and
upgrade work.

DATES: This deviation is effective from
8 a.m. on January 6, 2014 to 5 p.m. on
February 19, 2014.

ADDRESSES: The docket for this
deviation, [USCG-2013-0990], 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 Steven Fischer,
Thirteenth District Bridge Program
Administrator, Coast Guard; telephone
206—220-7282, Steven.M.Fischer3@
uscg.mil. If you have questions on
viewing the docket, call Barbara
Hairston, Program Manager, Docket
Operations, telephone 202—-366—9826.
SUPPLEMENTARY INFORMATION: Burlington
Northern Santa Fe (BNSF) will be
performing lift bridge maintenance and
upgrades for the BNSF Chambers Creek
Railway Bridge across Chambers Creek,
mile 0.0, near Steilacoom, WA. The
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