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mackenzie.robertson@hhs.gov. Please
call the contact person for up-to-date
information on this meeting. A notice in
the Federal Register about last minute
modifications that impact a previously
announced advisory committee meeting
cannot always be published quickly
enough to provide timely notice.

Agenda: The committee will hear
reports from its workgroups and updates
from ONC and other Federal agencies.
ONC intends to make background
material available to the public no later
than two (2) business days prior to the
meeting. If ONC is unable to post the
background material on its Web site
prior to the meeting, it will be made
publicly available at the location of the
advisory committee meeting, and the
background material will be posted on
ONC’s Web site after the meeting, at
http://healthit.hhs.gov.

Procedure: ONC is committed to the
orderly conduct of its advisory
committee meetings. Interested persons
may present data, information, or views,
orally or in writing, on issues pending
before the Committee. Written
submissions may be made to the contact
person on or before two days prior to
the Committee’s meeting date. Oral
comments from the public will be
scheduled in the agenda. Time allotted
for each presentation will be limited to
three minutes. If the number of speakers
requesting to comment is greater than
can be reasonably accommodated
during the scheduled public comment
period, ONC will take written comments
after the meeting until close of business
on that day.

Persons attending ONC’s advisory
committee meetings are advised that the
agency is not responsible for providing
access to electrical outlets.

ONC welcomes the attendance of the
public at its advisory committee
meetings. Seating is limited at the
location, and ONC will make every
effort to accommodate persons with
physical disabilities or special needs. If
you require special accommodations
due to a disability, please contact
MacKenzie Robertson at least seven (7)
days in advance of the meeting.

Notice of this meeting is given under
the Federal Advisory Committee Act
(Pub. L. 92-463, 5 U.S.C., App. 2).

Dated: June 13, 2012.

MacKenzie Robertson,

FACA Program Lead, Office of Policy and
Planning, Office of the National Coordinator
for Health Information Technology.

[FR Doc. 2012—-15096 Filed 6—20-12; 8:45 am]

BILLING CODE 4150-45-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Secretary’s Advisory Committee on
Human Research Protections

AGENCY: Office of the Assistant
Secretary for Health, Office of the
Secretary, Department of Health and
Human Services.

ACTION: Notice.

SUMMARY: Pursuant to Section 10(a) of
the Federal Advisory Committee Act,
U.S.C. Appendix 2, notice is hereby
given that the Secretary’s Advisory
Committee on Human Research
Protections (SACHRP) will hold its
twenty-eighth meeting. The meeting
will be open to the public. Information
about SACHRP and the meeting agenda
will be posted on the SACHRP Web site
at: http://www.dhhs.gov/ohrp/sachrp/
mtgings/index.html.

DATES: The meeting will be held on
Tuesday, July 10, 2012 from 8:30 a.m.
until 5:00 p.m. and Wednesday, July 11,
2012 from 8:30 a.m. until 4:30 p.m.

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

FOR FURTHER INFORMATION CONTACT: Jerry
Menikoff, M.D., J.D., Director, Office for
Human Research Protections (OHRP), or
Julia Gorey, J.D., Executive Director,
SACHRP; U.S. Department of Health
and Human Services, 1101 Wootton
Parkway, Suite 200, Rockville,
Maryland 20852; 240-453—-8141; fax:
240-453-6909; email address:
Julia.Gorey@hhs.gov.

SUPPLEMENTARY INFORMATION: Under the
authority of 42 U.S.C. 217a, Section 222
of the Public Health Service Act, as
amended, SACHRP was established to
provide expert advice and
recommendations to the Secretary of
Health and Human Services and the
Assistant Secretary for Health on issues
and topics pertaining to or associated
with the protection of human research
subjects.

The meeting will open Tuesday, July
10, with remarks from SACHRP Chair
Dr. Barbara Bierer and OHRP Director
Dr. Jerry Menikoff, followed by a report
from the Subpart A Subcommittee
(SAS). SAS will discuss their recent
work, including considerations for
investigator responsibilities and
informed consent waiver criteria. SAS is
charged with developing
recommendations for consideration by
SACHRP regarding the application of
subpart A of 45 CFR part 46 in the
current research environment; this

subcommittee was established by
SACHRP in October 2006. The topic for
discussion Tuesday afternoon will be
the Internet in human subjects research,
with a series of FAQs drafted by Dr.
Elizabeth Buchanan and Dean Gallant
presented for consideration.

On the morning of July 11, SACHRP
and representatives from OHRP will
discuss the requirements surrounding
local context in human subjects
research, and considerations for new
HHS guidance. This discussion will
help inform the report and
recommendations to follow from the
Subcommittee on Harmonization (SOH).
SOH was established by SACHRP at its
July 2009 meeting, and is charged with
identifying and prioritizing areas in
which regulations and/or guidelines for
human subjects research adopted by
various agencies or offices within HHS
would benefit from harmonization,
consistency, clarity, simplification and/
or coordination. Wednesday afternoon,
SACHRP member Drs. Lainie Friedman-
Ross and Daniel Hausman will discuss
IRB issues concerning community
engagement in research.

Public comment will be heard on both
days. Members of the public will have
the opportunity to provide comments on
both days of the meeting. Public
comment will be limited to five minutes
per speaker.

Public attendance at the meeting is
limited to space available. Individuals
who plan to attend the meeting and
need special assistance, such as sign
language interpretation or other
reasonable accommodations, should
notify the designated contact persons.
Any members of the public who wish to
have printed materials distributed to
SACHRP members for this scheduled
meeting should submit materials to the
Executive Director, SACHRP, prior to
the close of business July 3, 2012.

Dated: June 15, 2012.
Jerry Menikoff,
Director, Office for Human Research
Protections, Executive Secretary, Secretary’s
Advisory Committee on Human Research
Protections.
[FR Doc. 2012-15080 Filed 6—-20-12; 8:45 am]
BILLING CODE 4150-36-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

HIT Standards Committee Advisory
Meeting; Notice of Meeting

AGENCY: Office of the National
Coordinator for Health Information
Technology, HHS.

ACTION: Notice of meeting.
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This notice announces a forthcoming
meeting of a public advisory committee
of the Office of the National Coordinator
for Health Information Technology
(ONC). The meeting will be open to the
public.

Name of Committee: HIT Standards
Committee.

General Function of the Committee:
To provide recommendations to the
National Coordinator on standards,
implementation specifications, and
certification criteria for the electronic
exchange and use of health information
for purposes of adoption, consistent
with the implementation of the Federal
Health IT Strategic Plan, and in
accordance with policies developed by
the HIT Policy Committee.

Date and Time: The meeting will be
held on July 19, 2012, from 9:00 a.m. to
3:00 p.m. Eastern Time.

Location: Omni Shoreham Hotel, 2500
Calvert Street, NW., Washington DC
20008. For up-to-date information, go to
the ONC Web site, http://
healthit.hhs.gov.

Contact Person: MacKenzie
Robertson, Office of the National
Coordinator, HHS, 355 E Street SW.,
Washington, DC 20201, 202-205-8089,
Fax: 202—260-1276, email:
mackenzie.robertson@hhs.gov. Please
call the contact person for up-to-date
information on this meeting. A notice in
the Federal Register about last minute
modifications that impact a previously
announced advisory committee meeting
cannot always be published quickly
enough to provide timely notice.

Agenda: The committee will hear
reports from its workgroups and updates
from ONC and other Federal agencies.
ONC intends to make background
material available to the public no later
than two (2) business days prior to the
meeting. If ONC is unable to post the
background material on its Web site
prior to the meeting, it will be made
publicly available at the location of the
advisory committee meeting, and the
background material will be posted on
ONC’s Web site after the meeting, at
http://healthit.hhs.gov.

Procedure: ONC is committed to the
orderly conduct of its advisory
committee meetings. Interested persons
may present data, information, or views,
orally or in writing, on issues pending
before the Committee. Written
submissions may be made to the contact
person on or before two days prior to
the Committee’s meeting date. Oral
comments from the public will be
scheduled in the agenda. Time allotted
for each presentation will be limited to
three minutes. If the number of speakers
requesting to comment is greater than
can be reasonably accommodated

during the scheduled public comment
period, ONC will take written comments
after the meeting until close of business
on that day.

Persons attending ONC’s advisory
committee meetings are advised that the
agency is not responsible for providing
access to electrical outlets.

ONC welcomes the attendance of the
public at its advisory committee
meetings. Seating is limited at the
location, and ONC will make every
effort to accommodate persons with
physical disabilities or special needs. If
you require special accommodations
due to a disability, please contact
MacKenzie Robertson at least seven (7)
days in advance of the meeting.

Notice of this meeting is given under
the Federal Advisory Committee Act
(Pub. L. 92-463, 5 U.S.C., App. 2).

Dated: June 13, 2012.

MacKenzie Robertson,

FACA Program Lead, Office of Policy and
Planning, Office of the National Coordinator
for Health Information Technology.

[FR Doc. 2012-15098 Filed 6-20-12; 8:45 am]
BILLING CODE 4150-45-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

[CMS-9963—-NC]

Request for Domains, Instruments, and
Measures for Development of a
Standardized Instrument for Use in
Public Reporting of Enrollee
Satisfaction With Their Qualified
Health Plan and Exchange

AGENCY: Centers for Medicare &
Medicaid Services (CMS), HHS.

ACTION: Notice.

SUMMARY: The Patient Protection and
Affordable Care Act (the Affordable Care
Act) requires the Department of Health
and Human Services (HHS) to establish
an enrollee satisfaction survey system to
be administered to members of each
qualified health plan offered through an
Exchange. This notice solicits input on
publicly-available domains (for
example, broad functional areas such as
access, communication, coordination of
care, customer service), instruments,
and measures for measuring the level of
enrollee satisfaction with qualified
health plans plus the experience of the
consumer interacting with the health
care system and the experience of the
consumer interacting with the Exchange
(for example, enrollment and customer
service) from consumers, researchers,
vendors, health plans, Exchanges,
stakeholders, and other interested
parties.

DATES: Input is sought by June 29, 2012.
ADDRESSES: Electronic submissions are
encouraged, preferably as an email with
an electronic file in a standard word
processing format as an email
attachment. Submissions may also be in
the form of a letter to: Kathleen Jack,
Center for Consumer Information and
Insurance Oversight, Centers for
Medicare & Medicaid Services, 7500
Security Blvd., Mailstop: C5-17-16,
Windsor Mill, MD 21244, Phone: (410)
786—7214, Email:
Kathleen.Jack@cms.hhs.gov.

FOR FURTHER INFORMATION CONTACT:
Kathleen Jack, 410-786—7214.
SUPPLEMENTARY INFORMATION:

I. Background

On March 23, 2010, the President
signed into law the Patient Protection
and Affordable Care Act (Pub. L. 111—
148). On March 30, 2010, the Health
Care and Education Reconciliation Act
of 2010 (Pub. L. 111-152) was signed
into law. The two laws are collectively
referred to as the Affordable Care Act.
The Affordable Care Act creates new
competitive private health insurance
marketplaces, Affordable Insurance
Exchanges (Exchanges), that will give
millions of Americans and small
businesses access to quality, affordable
coverage.

Section 1311(c)(4) of the Affordable
Care Act directs HHS to establish an
enrollee satisfaction survey system to be
administered to members of each
qualified health plan (QHP) offered
through an Exchange. In addition, 45
CFR 156.200(b)(5) (77 FR 18310, at
18469 (Mar. 27, 2012)) requires
implementation of the enrollee
satisfaction survey as part of QHP
certification requirements. Consistent
with our intent that QHP-specific
quality ratings would be available in
2016 open enrollment for the 2017
coverage year, HHS intends to propose
that the enrollee satisfaction survey be
implemented in 2016 and available for
display on the Internet portal for every
Exchange in 2016 open enrollment for
the 2017 coverage year. This call for
domains, instruments, and measures is
occurring now because of the multi-
phased survey development and testing
process necessary before full
implementation.

II. Consumer Survey

The Centers for Medicare & Medicaid
Services (CMS) is soliciting the
submission of publicly-available
domains,? instruments and measures for

1The Agency for Healthcare Research and Quality
(AHRQ) defines domains for the purposes of the
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