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TABLE 1—REGISTRATION FEES?

Attendee type

Standard rate
(April 9, 2013
to May 3, 2013)

Advanced rate
(March 13, 2013
to April 8, 2013)

1T LTS3 PSS $1,295 $1,495
Small Business (<100 employees) ...... 900 1,000
Consultant .........ccceveeveneeienecieneeees 600 700
Startup Manufacturer ... 250 300
AcademiC ......ccccoceeeiiieiniieeene 250 300
FDA/Government EMPIOYEE ..........cociiiiiiiiiiii st @ Free

1The following forms of payment will be accepted: American Express, Visa, Mastercard, and company checks.

2Free.

To register online for the public
conference, please visit the ‘“‘Register
Now”” link on the conference Web site
at http://www.XavierMedCon.com. FDA
has verified the Web site address, but is
not responsible for subsequent changes
to the Web site after this document
publishes in the Federal Register.

To register by mail, please send your
name, title, firm name, address,
telephone and fax numbers, email, and
payment information for the fee to
Xavier University, Attention: Sue
Bensman, 3800 Victory Pkwy.,
Cincinnati, OH 45207. An email will be
sent confirming your registration.

Attendees are responsible for their
own accommodations. The conference
headquarter hotel is the Downtown
Cincinnati Hilton Netherlands Plaza, 35
West Fifth St., Cincinnati, OH, 45202,
513—421-9100. Special Conference
Block rates are available through April
9, 2013. To make reservations online,
please visit the “Venue & Logistics” link
at http://www.XavierMedCon.com.

If you need special accommodations
due to a disability, please contact Marla
Phillips (see Contact Persons) at least 7
days in advance of the conference.
SUPPLEMENTARY INFORMATION: The
public conference helps fulfill the
Department of Health and Human
Services and FDA’s important mission
to protect the public health. The
conference will provide those engaged
in FDA-regulated medical devices (for
humans) with information on the
following topics:

e CDRH Future Vision and Strategy
Keynote Address

e U.S. Congressman Erik Paulsen
Keynote Dinner

¢ EU Regulations: New Regulations,
Company Strategy, and Open
Discussion Forum

e FDA Safety and Innovation Act

¢ Unique Device Identification

¢ Update from the Office of Device
Evaluation

¢ Total Product Life Cycle: Interactive
Workshop

e Pre-Submission Program and
Meetings with the FDA

e 510(k): New FDA Guidance and
Industry Regulations

¢ PMAs: New Guidance and
Compliance Initiatives

e Software and Mobile Apps

e Combination Products

¢ Entering the EU Market and CE
Mark Hot Topics

¢ Global Product Strategy

¢ Success in Central and South
America

e FDA Inspectional Approach—Panel
with Current FDA Investigators

FDA has made education of the drug
and device manufacturing community a
high priority to help ensure the quality
of FDA-regulated drugs and devices.
The conference helps to achieve
objectives set forth in section 406 of the
Food and Drug Administration
Modernization Act of 1997 (21 U.S.C.
393), which includes working closely
with stakeholders and maximizing the
availability and clarity of information to
stakeholders and the public. The
conference also is consistent with the
Small Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121)
by providing outreach activities by
Government Agencies to small
businesses.

Dated: March 8, 2013.
Leslie Kux,
Assistant Commissioner for Policy.
[FR Doc. 2013-05727 Filed 3—12—13; 8:45 am]
BILLING CODE 4160-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Submission for OMB Review; 30-day
Comment Request: Pediatric Palliative
Care Campaign Pilot Survey

SUMMARY: Under the provisions of
Section 3507(a)(1)(D) of the Paperwork
Reduction Act of 1995, the National
Institute of Nursing Research (NINR),
the National Institutes of Health (NIH)
has submitted to the Office of
Management and Budget (OMB) a

request for review and approval of the
information collection listed below.
This proposed information collection
was previously published in the Federal
Register on December 26, 2012, page
76053 and allowed 60-days for public
comment. No public comments were
received. The purpose of this notice is
to allow an additional 30 days for public
comment. The National Institute of
Nursing Research (NINR), National
Institutes of Health may not conduct or
sponsor, and the respondent is not
required to respond to, an information
collection that has been extended,
revised, or implemented on or after
October 1, 1995, unless it displays a
currently valid OMB control number.

Direct Comments to OMB: Written
comments and/or suggestions regarding
the item(s) contained in this notice,
especially regarding the estimated
public burden and associated response
time, should be directed to the: Office
of Management and Budget, Office of
Regulatory Affairs,
OIRA_submission@omb.eop.gov or by
fax to 202—-395-6974, Attention: NIH
Desk Officer.

Comment Due Date: Comments
regarding this information collection are
best assured of having their full effect if
received within 30 days of the date of
this publication.

FOR FURTHER INFORMATION CONTACT: To
obtain a copy of the data collection
plans and instruments, submit
comments in writing, or request more
information on the proposed project,
contact: Ms. Adrienne Burroughs,
Health Communications Specialist,
Office of Communications and Public
Liaison, NINR, NIH, Building 31, Room
5B10, 31 Genter Drive, Bethesda, MD
20892 or call non-toll-free number (301)
496-0256 or Email your request,
including your address to:
adrienne.burroughs@nih.gov. Formal
requests for additional plans and
instruments must be requested in
writing.

Proposed Collection: Pediatric
Palliative Care Campaign Pilot Survey,


http://www.XavierMedCon.com
http://www.XavierMedCon.com
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0925-New—National Institute of
Nursing Research (NINR), National
Institutes of Health (NIH).

Need and Use of Information
Collection: NINR developed a Pediatric
Palliative Care Campaign to address the
communications challenges faced by
health care providers who recommend
and provide palliative care to pediatric
populations. NINR is launching this
effort to increase the use of palliative
care for children living with serious
illness or life-limiting conditions. The
Pediatric Palliative Care Campaign Pilot
Survey will assess the information and

materials being disseminated as part of
the Pediatric Palliative Care Campaign
pilot. Survey findings will help (1)
determine if the pilot campaign is
effective, relevant, and useful to health
care providers who recommend and
provide palliative care to pediatric
populations; (2) to better understand
current perceptions, challenges, and
information needs of health care
providers when it comes to discussing
pediatric palliative care so that
information and materials can be
refined; and (3) examine how effective

ESTIMATED ANNUALIZED BURDEN HOURS

the campaign pilot materials are in
starting and continuing a pediatric
palliative care conversation and
addressing the communications needs
of health care providers around this
topic. This assessment will deliver
strategic and actionable guidance for
refining the campaign materials so that
they can be used by a wider audience
of health care providers.

OMB approval is requested for 1 year.
There are no costs to respondents other
than their time. The total estimated
annualized burden hours are 25.

Average
Number of

Number of burden per Total annual
Type of respondent respondents rerségoréi%segter response burden hour

P (in hours)
PRYSICIANS ...t e 25 1 30/60 12.5
NUFPSES ettt ettt b e et ee e 25 1 30/60 12.5

B 1o - | PP PP OTRTSPTOPRNE 50 1 30/60 25

Dated: March 4, 2013.
Amanda Greene,

Science Evaluation Officer/Project Clearance
Liaison, NINR, NIH.

[FR Doc. 2013-05774 Filed 3—-12—13; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Proposed Collection; 60-day Comment
Request: Early Career Reviewer
Program Online Application System—
Center for Scientific Review (CSR)

SUMMARY: In compliance with the
requirement of Section 3506(c)(2)(A) of
the Paperwork Reduction Act of 1995,
for opportunity for public comment on
proposed data collection projects,
Center for Scientific Review, the
National Institutes of Health (NIH) will
publish periodic summaries of proposed
projects to be submitted to the Office of
Management and Budget (OMB) for
review and approval.

Written comments and/or suggestions
from the public and affected agencies
are invited to address one or more of the
following points: (1) Whether the
proposed collection of information is
necessary for the proper performance of
the function of the agency, including
whether the information will have
practical utility; (2) The accuracy of the
agency’s estimate of the burden of the
proposed collection of information,

including the validity of the
methodology and assumptions used; (3)
The quality, utility, and clarity of the
information to be collected; and (4)
Minimize the burden of the collection of
information on those who are to
respond, including the use of
appropriate automated, electronic,
mechanical, or other technological
collection techniques or other forms of
information technology.

To Submit Comments and for Further
Information: To obtain a copy of the
data collection plans and instruments,
submit comments in writing, or request
more information on the proposed
project, contact: Monica Basco, ECR
Program, Center for Scientific Review,
6701 Rockledge Dr., Room 3220,
Bethesda, MD 20892 or call non-toll-free
number (301) 300-3839 or Email your
request, including your address to:
CSRearlyCareerReviewer@mail.nih.gov.
Formal requests for additional plans and
instruments must be requested in
writing.

Comment Due Date: Comments
regarding this information collection are
best assured of having their full effect if
received within 60 days of the date of
this publication.

Proposed Collection: Early Career
Reviewer Program Online Application
System—Center for Scientific Review
(CSR), 0925- New Information
Collection Request), Center for
Scientific Review (CSR), National
Institutes of Health (NIH).

Need and Use of Information
Collection: The Center for Scientific
Review (CSR) is the portal for NIH grant
applications and their review for
scientific merit. Our mission is to see
that NIH grant applications receive fair,
independent, expert, and timely
reviews—free from inappropriate
influences—so NIH can fund the most
promising research. To accomplish this
goal, Scientific Review Officers (SRO)
form study sections consisting of
scientists who have the technical and
scientific expertise to evaluate the merit
of grant applications. The CSR Early
Career Reviewer (ECR) program was
developed to identify and train qualified
scientists who are early in their
scientific careers and who have not had
prior CSR review experience. Currently,
the application process involves
repeated email interactions with
potential applicants and manual
management of information. To make
the application process more efficient
for applicants and for CSR staff, we are
working with the Information
Management Branch at CSR to develop
online application software which
includes the collection of applicants’
names, contact information, and
professional CV. This PRA clearance
request is to develop online application
software for ECR program applicants.

OMB approval is requested for 3
years. There are no costs to respondents
other than their time. The total
estimated annualized burden hours are
650.
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