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e What factors are important to take
into account when conducting risk
assessments of safety and quality issues
that occur with marketed medical
devices? What principles best guide the
risk assessment process to assure timely,
consistent, and optimal results?

e Are there improvements that FDA
and stakeholders could make to enhance
risk assessments in recall and shortage
situations with medical devices?

¢ Are there specific activities or
issues related to postmarket quality,
safety, or compliance activities where
approaches used by FDA and industry
currently differ enough to create
confusion or delay or limit appropriate
public health actions? Please identify
them.

¢ In which activities and areas of
postmarket quality, compliance, and
safety would more detailed policies or
guidance be most useful?

At this public workshop, participants
will engage in open dialogue to discuss
the responses to issues raised by the
presenters and the questions in this
Federal Register notice.

II1. Reference

The following reference has 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. We have verified all
Web site addresses, but we are not
responsible for subsequent changes to
the Web sites after this document
publishes in the Federal Register.

1. FDA, “Quality System (QS) Regulation/
Medical Device Good Manufacturing
Practices,” 2014, available at http://
www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/
PostmarketRequirements/
QualitySystemsRegulations/default.htm.

Dated: March 13, 2015.
Leslie Kux,
Associate Commissioner for Policy.
[FR Doc. 2015-06278 Filed 3-18-15; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Center for Scientific Review;
Cancellation of Meeting

Notice is hereby given of the
cancellation of the Center for Scientific
Review Special Emphasis Panel, April
2, 2015, 1:00 p.m. to April 2, 2015, 2:00
p.m., National Institutes of Health, 6701
Rockledge Drive, Bethesda, MD, 20892

which was published in the Federal

Register on March 6, 2015, 80 FR 12185.
The meeting has been cancelled due

to the reassignment of applications.
Dated: March 13, 2015.

Anna Snouffer,

Deputy Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 2015-06274 Filed 3—-18-15; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HOMELAND
SECURITY

Federal Emergency Management
Agency

[Docket ID: FEMA-2014-0033; OMB No.
1660-0132]

Agency Information Collection
Activities: Submission for OMB
Review; Comment Request

AGENCY: Federal Emergency
Management Agency, DHS.

ACTION: Notice.

SUMMARY: The Federal Emergency
Management Agency (FEMA) will
submit the information collection
abstracted below to the Office of
Management and Budget for review and
clearance in accordance with the
requirements of the Paperwork
Reduction Act of 1995. The submission
will describe the nature of the
information collection, the categories of
respondents, the estimated burden (i.e.,
the time, effort and resources used by
respondents to respond) and cost, and
the actual data collection instruments
FEMA will use.

DATES: Comments must be submitted on
or before April 20, 2015.

ADDRESSES: Submit written comments
on the proposed information collection
to the Office of Information and
Regulatory Affairs, Office of
Management and Budget. Comments
should be addressed to the Desk Officer
for the Department of Homeland
Security, Federal Emergency
Management Agency, and sent via
electronic mail to oira.submission@
omb.eop.gov or faxed to (202) 395-5806.
FOR FURTHER INFORMATION CONTACT:
Requests for additional information or
copies of the information collection
should be made to Director, Records
Management Division, 500 C Street SW.,
Washington, DC 20472-3172, facsimile
number (202) 212—4701, or email
address FEMA-Information-Collections-
Management@fema.dhs.gov.

SUPPLEMENTARY INFORMATION:

Collection of Information

Title: Level 1 Assessment Form, Level
3 Evaluation Form for Students, and
Level 3 Evaluation Form for
Supervisors.

Type of Information Collection:
Revision of currently approved
collection.

Form Titles and Numbers: FEMA
Form 092-0-2, Level 1 Assessment
Form; FEMA Form 092-0-2A, Level 3
Evaluation Form for Students; FEMA
Form 092—-0-2B, Level 3 Evaluation
Form for Supervisors.

Abstract: The forms will be used to
survey the Center for Domestic
Preparedness (CDP) students enrolled in
CDP courses and their supervisors. The
surveys will collect information
regarding quality of instruction, course
material, and impact of training on their
professional employment.

Affected Public: State, Local or Tribal
Government.

Estimated Number of Respondents:
44,600.

Estimated Total Annual Burden
Hours: 11,150.

Estimated Cost: 403,795.25.

Dated: March 13, 2015.

Terry Cochran,

Acting Director, Records Management
Division, Mission Support, Federal
Emergency Management Agency, Department
of Homeland Security.

[FR Doc. 2015-06336 Filed 3—18-15; 8:45 am]
BILLING CODE 9111-53-P

DEPARTMENT OF HOMELAND
SECURITY

Federal Emergency Management
Agency

[Docket No. FEMA-2015-0001; Internal
Agency Docket No. FEMA-B-1301]

Proposed Flood Hazard
Determinations

AGENCY: Federal Emergency
Management Agency; DHS.

ACTION: Notice; correction.

SUMMARY: On April 4, 2013, FEMA
published in the Federal Register a
proposed flood hazard determination
notice at 78 FR 20340 that contained a
table which included a Web page
address through which the Preliminary
Flood Insurance Rate Map (FIRM), and
where applicable, the Flood Insurance
Study (FIS) report for the communities
listed in the table could be accessed.
The information available through the
Web page address has subsequently
been updated. The table provided here
represents the proposed flood hazard
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determinations and communities
affected for New Orleans/Orleans
Parish, Louisiana.

DATES: Comments are to be submitted
on or before June 17, 2015.

ADDRESSES: The Preliminary FIRM, and
where applicable, the FIS report for
each community are available for
inspection at both the online location
and the respective Community Map
Repository address listed in the table
below. Additionally, the current
effective FIRM and FIS report for each
community are accessible online
through the FEMA Map Service Center
at www.msc.fema.gov for comparison.
You may submit comments, identified
by Docket No. FEMA-B-1301, to Luis
Rodriguez, Chief, Engineering
Management Branch, Federal Insurance
and Mitigation Administration, FEMA,
500 C Street SW., Washington, DC
20472, (202) 646—4064, or (email)
Luis.Rodriguez3@fema.dhs.gov.

FOR FURTHER INFORMATION CONTACT: Luis
Rodriguez, Chief, Engineering
Management Branch, Federal Insurance
and Mitigation Administration, FEMA,
500 C Street SW., Washington, DC
20472, (202) 646—4064 or (email)
Luis.Rodriguez3@fema.dhs.gov.

SUPPLEMENTARY INFORMATION: FEMA
proposes to make flood hazard
determinations for each community
listed in the table below, in accordance
with Section 110 of the Flood Disaster

Protection Act of 1973, 42 U.S.C. 4104,
and 44 CFR 67.4(a).

These proposed flood hazard
determinations, together with the
floodplain management criteria required
by 44 CFR 60.3, are the minimum that
are required. They should not be
construed to mean that the community
must change any existing ordinances
that are more stringent in their
floodplain management requirements.
The community may at any time enact
stricter requirements of its own, or
pursuant to policies established by other
Federal, State, or regional entities.
These flood hazard determinations are
used to meet the floodplain
management requirements of the NFIP
and are also used to calculate the
appropriate flood insurance premium
rates for new buildings built after the
FIRM and FIS report become effective.

Use of a Scientific Resolution Panel
(SRP) is available to communities in
support of the appeal resolution
process. SRPs are independent panels of
experts in hydrology, hydraulics, and
other pertinent sciences established to
review conflicting scientific and
technical data and provide
recommendations for resolution. Use of
the SRP may only be exercised after
FEMA and local communities have been
engaged in a collaborative consultation
process for at least 60 days without a
mutually acceptable resolution of an
appeal. Additional information
regarding the SRP process can be found

online at http://www.floodsrp.org/pdfs/
srp_fact_sheet.pdf.

The communities affected by the
flood hazard determinations are
provided in the table below. Any
request for reconsideration of the
revised flood hazard determinations
shown on the Preliminary FIRM and FIS
report that satisfies the data
requirements outlined in 44 CFR 67.6(b)
is considered an appeal. Comments
unrelated to the flood hazard
determinations will also be considered
before the FIRM and FIS report are
made final.

Correction

In the proposed flood hazard
determination notice published at 78 FR
20340 in the April 4, 2013, issue of the
Federal Register, FEMA published a
table titled “New Orleans/Orleans
Parish, Louisiana.” This table contained
a Web page address through which the
Preliminary FIRM, and where
applicable, FIS report for the
communities listed in the table could be
accessed online. A Revised Preliminary
FIRM and/or FIS report have
subsequently been issued for some or all
of the communities listed in the table.
The information available through the
Web page address listed in the table has
been updated to reflect the Revised
Preliminary information and is to be
used in lieu of the information
previously available.

Community

Community map repository address

New Orleans/Orleans Parish, Louisiana

Maps Available for Inspection Online at: http://www.fema.gov/preliminaryfloodhazarddata.

New Orleans/Orleans Parish ..........cccccceeeieveennes

Orleans, LA 70112.

Public Library, Archives Division, 219 Loyola Avenue, 3rd Floor, New

(Catalog of Federal Domestic Assistance No.
97.022, “Flood Insurance.”)

Dated: February 25, 2015.
Roy E. Wright,

Deputy Associate Administrator for
Mitigation, Department of Homeland
Security, Federal Emergency Management
Agency.

[FR Doc. 2015-06339 Filed 3—18-15; 8:45 am]
BILLING CODE 9110-12-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

[Docket No. USCG—-2011-0049; Docket No.
USCG-2015-0138]

Merchant Marine Personnel Advisory
Committee; Merchant Mariner Medical
Advisory Committee

AGENCY: Coast Guard, Department of
Homeland Security.

ACTION: Notice of Federal Advisory
Committee meetings; update.

SUMMARY: The Coast Guard published in
the Federal Register on Friday, March 6,
2015, two meeting notices announcing
the Merchant Marine Personnel
Advisory Committee and Merchant

Mariner Medical Advisory Committee.
This notice corrects the previous notices
to add an explanation for why 15-days
advance notice was not given as
required by the Federal Advisory
Committee Act regulations. All other
information regarding the meetings has
not changed.

DATES: The Merchant Mariner Medical
Advisory Committee met on Monday,
March 16 and Tuesday, March 17, 2015,
from 8 a.m. to 5 p.m. The Merchant
Marine Personnel Advisory Committee
working groups are scheduled to meet
on March 18, 2015, from 8 a.m. until 4
p-m., and the full Committee is
scheduled to meet on March 19, 2015,
from 8 a.m. until 4 p.m.

FOR FURTHER INFORMATION CONTACT:
Lieutenant Ashley Holm, Alternate
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