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the development of RWE and its
applicability within specific regulatory
decision-making contexts. This will
include, but not be limited to,
challenges related to RWD collection
and quality, innovative methods for
developing RWE from RWD, and
promising areas for RWE pilot
demonstrations.

III. Participating in the Public
Workshop

Registration: To register for the public
workshop, please visit the following
Web site before September 12, 2017:
https://healthpolicy.duke.edu/events/
public-workshop-developing-
framework-regulatory-use-real-world-
evidence. There will be no onsite
registration. Please provide complete
contact information for each attendee,
including name, title, affiliation,
address, email, and telephone.

Registration is free and based on
space availability, with priority given to
early registrants. Early registration is
recommended because seating is
limited; therefore, FDA may limit the
number of participants from each
organization. A 1-hour lunch break is
scheduled, but food will not be
provided. There are multiple restaurants
within walking distance of the
Conference Center.

If you need special accommodations
due to a disability, please contact
Joanna Higgison at the Duke-Margolis
Center for Health Policy, 908—-432-4872,
joanna.higgison@duke.edu, no later
than September 6, 2017.

Streaming Webcast of the Public
Workshop: This public workshop will
also be webcast and archived video
footage will be available at the Duke-
Margolis Web site (https://
healthpolicy.duke.edu/events/public-
workshop-developing-framework-
regulatory-use-real-world-evidence)
following the workshop. Persons
interested in viewing the live webcast
must register online by September 12,
2017, at 5 p.m. Eastern Time (see
Registration). Early registration is
recommended because webcast
connections are limited. Organizations
are requested to register all participants,
but to view using one connection per
location whenever possible. Webcast
participants will be sent technical
system requirements in advance of the
event. Prior to joining the streaming
webcast of the public workshop, it is
recommended that you review these
technical system requirements.

FDA has verified the Web site
addresses in this document, as of the
date this document publishes in the
Federal Register, but Web sites are
subject to change over time.

Meeting Materials: All event materials
will be provided to registered attendees
via email prior to the workshop and
publicly available at the Duke-Margolis
Web site (https://healthpolicy.duke.edu/
events/public-workshop-developing-
framework-regulatory-use-real-world-
evidence).

Transcripts: Please be advised that
transcripts will not be available.

Dated: July 25, 2017.
Leslie Kux,
Associate Commissioner for Policy.
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Committee on Vital and Health
Statistics: Meeting

Pursuant to the Federal Advisory
Committee Act, the Department of
Health and Human Services (HHS)
announces the following advisory
committee meeting.

Name: National Committee on Vital
and Health Statistics (NCVHS), Full
Committee and Population Health
Subcommittee Meetings.

Dates and Times:

Monday, September 11, 2017: 9:00 a.m.—
5:45 p.m.

Tuesday, September 12, 2017: 8:30
a.m.—5:00 p.m.

Wednesday, September 13, 2017: 8:45
a.m.—5:30 p.m.

Thursday, September 14, 2017: 8:30
a.m.—3:15 p.m.

Place: U.S. Department of Health and
Human Services, Hubert H. Humphrey
Building, 200 Independence Avenue
SW., Room 705A, Washington, DC
20201.

Status: Open.

Purpose: At the September 11-12,
2017 hearing, the Population Health
Subcommittee will focus on Next
Generation Vital Statistics. The purpose
of the hearing is to assess the current
state of the national vital statistics
system (NVSS) to address concerns
regarding sustainability and viability of
the system infrastructure. The focus will
be on the system’s capacity to provide
timely, high quality, secure vital
administrative and statistical data for
identity establishment and protection,
identification of trends in disease and
epidemics, e.g., the recent surge in
opioid-related deaths, and a host of
critical uses for research, finance,
planning, public records and services.

At the September 13-14, 2017 full
meeting, the Committee will hear
presentations, hold discussions on

several health data policy topics and
begin to formulate its work plan for
2018. To inform the work plan, the
Committee will be briefed by the
Commission on Evidence-based
Policymaking (CEP) regarding the
release of its report and
recommendations as well as hear from
HHS leadership regarding data needs
and gaps. A panel will be held to
discuss the new topic “Beyond HIPAA,”
an exploration of challenges that extend
beyond HIPAA and the range of policy
options that may be available to the
Department related to privacy, security
and access measures to protect
individually identifiable health
information in an environment of
electronic networking and multiple uses
of data. Additional discussions are
planned on the Predictability Roadmap
project in follow up to a Standards
Subcommittee workshop focused on
possible approaches to improve the
predictability and improvements in the
adoption and processes related to
updating standards and operating rules
for electronic administrative
transactions (e.g. claims, eligibility,
electronic funds transfer); and on
terminology & vocabulary development,
maintenance, and dissemination
processes. The Committee also plans to
finalize the update to its strategic plan
and selection criteria for undertaking
new Committee projects. The times and
topics are subject to change. Please refer
to the posted agenda for any updates.

Contact person for more information:
Substantive program information may
be obtained from Rebecca Hines, MHS,
Executive Secretary, NCVHS, National
Center for Health Statistics, Centers for
Disease Control and Prevention, 3311
Toledo Road, Hyattsville, Maryland
20782, telephone (301) 458—4715.
Summaries of meetings and a roster of
Committee members are available on the
home page of the NCVHS Web site:
http://www.ncvhs.hhs.gov/, where
further information including an agenda
and instructions to access the audio
broadcast of the meetings will also be
posted. Should you require reasonable
accommodation, please contact the CDC
Office of Equal Employment
Opportunity on (770) 488-3210 as soon
as possible.

Dated: July 25, 2017.
Laina Bush,

Deputy Assistant Secretary for Planning and
Evaluation, Office of the Assistant Secretary
for Planning and Evaluation.
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