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Internet website of the Office of the National
Coordinator for Health Information Technology
of all policy recommendations made by the HIT
Policy Committee under this section.

(July 1, 1944, ch. 373, title XXX, §3002, as added
Pub. L. 111-5, div. A, title XIII, §13101, Feb. 17,
2009, 123 Stat. 234.)

REFERENCES IN TEXT

Section 264(c) of the Health Insurance Portability and
Accountability Act of 1996, referred to in subsec.
()(2)(B)(iv), is section 264(c) of Pub. L. 104-191, which is
set out as a note under section 1320d-2 of this title.

The Federal Advisory Committee Act, referred to in
subsec. (d), is Pub. L. 92-463, Oct. 6, 1972, 86 Stat. 770,
which is set out in the Appendix to Title 5, Government
Organization and Employees.

§300j5-13. HIT Standards Committee

(a) Establishment

There is established a committee to be known
as the HIT Standards Committee to recommend
to the National Coordinator standards, imple-
mentation specifications, and certification cri-
teria for the electronic exchange and use of
health information for purposes of adoption
under section 300jj-14 of this title, consistent
with the implementation of the strategic plan
described in section 300jj-11(c)(3) of this title and
beginning with the areas listed in section
300jj—12(b)(2)(B) of this title in accordance with
policies developed by the HIT Policy Commit-
tee.

(b) Duties
(1) Standards development
(A) In general

The HIT Standards Committee shall rec-
ommend to the National Coordinator stand-
ards, implementation specifications, and
certification criteria described in subsection
(a) that have been developed, harmonized, or
recognized by the HIT Standards Commit-
tee. The HIT Standards Committee shall up-
date such recommendations and make new
recommendations as appropriate, including
in response to a notification sent under sec-
tion 300jj-14(a)(2)(B) of this title. Such rec-
ommendations shall be consistent with the
latest recommendations made by the HIT
Policy Committee.

(B) Harmonization

The HIT Standards Committee recognizel
harmonized or updated standards from an
entity or entities for the purpose of harmo-
nizing or updating standards and implemen-
tation specifications in order to achieve uni-
form and consistent implementation of the
standards and implementation specifica-
tions.

(C) Pilot testing of standards and implemen-
tation specifications

In the development, harmonization, or rec-
ognition of standards and implementation
specifications, the HIT Standards Commit-
tee shall, as appropriate, provide for the
testing of such standards and specifications

180 in original.

TITLE 42—THE PUBLIC HEALTH AND WELFARE

Page 1390

by the National Institute for Standards and
Technology under section 17911(a) of this
title.

(D) Consistency

The standards, implementation specifica-
tions, and certification criteria rec-
ommended under this subsection shall be
consistent with the standards for informa-
tion transactions and data elements adopted
pursuant to section 1320d-2 of this title.

(2) Forum

The HIT Standards Committee shall serve as
a forum for the participation of a broad range
of stakeholders to provide input on the devel-
opment, harmonization, and recognition of
standards, implementation specifications, and
certification criteria necessary for the devel-
opment and adoption of a nationwide health
information technology infrastructure that al-
lows for the electronic use and exchange of
health information.

(3) Schedule

Not later than 90 days after February 17,
2009, the HIT Standards Committee shall de-
velop a schedule for the assessment of policy
recommendations developed by the HIT Policy
Committee under section 300jj-12 of this title.
The HIT Standards Committee shall update
such schedule annually. The Secretary shall
publish such schedule in the Federal Register.

(4) Public input

The HIT Standards Committee shall conduct
open public meetings and develop a process to
allow for public comment on the schedule de-
scribed in paragraph (3) and recommendations
described in this subsection. Under such proc-
ess comments shall be submitted in a timely
manner after the date of publication of a rec-
ommendation under this subsection.

(5) Consideration

The National Coordinator shall ensure that
the relevant and available recommendations
and comments from the National Committee
on Vital and Health Statistics are considered
in the development of standards.

(c) Membership and operations
(1) In general

The National Coordinator shall take a lead-
ing position in the establishment and oper-
ations of the HIT Standards Committee.

(2) Membership

The membership of the HIT Standards Com-
mittee shall at least reflect providers, ancil-
lary healthcare workers, consumers, pur-
chasers, health plans, technology vendors, re-
searchers, relevant Federal agencies, and indi-
viduals with technical expertise on health care
quality, privacy and security, and on the elec-
tronic exchange and use of health information.

(3) Participation

The members of the HIT Standards Commit-
tee appointed under this subsection shall rep-
resent a balance among various sectors of the
health care system so that no single sector un-
duly influences the recommendations of such
Committee.
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(4) Outside involvement

The HIT Policy Committee shall ensure an
opportunity for the participation in activities
of the Committee of outside advisors, includ-
ing individuals with expertise in the develop-
ment of standards for the electronic exchange
and use of health information, including in the
areas of health information privacy and secu-
rity.

(5) Balance among sectors

In developing the procedures for conducting
the activities of the HIT Standards Commit-
tee, the HIT Standards Committee shall act to
ensure a balance among various sectors of the
health care system so that no single sector un-
duly influences the actions of the HIT Stand-
ards Committee.

(6) Assistance

For the purposes of carrying out this sec-
tion, the Secretary may provide or ensure that
financial assistance is provided by the HIT
Standards Committee to defray in whole or in
part any membership fees or dues charged by
such Committee to those consumer advocacy
groups and not for profit entities that work in
the public interest as a part of their mission.

(d) Application of FACA

The Federal Advisory Committee Act (5 U.S.C.
App.), other than section 14, shall apply to the
HIT Standards Committee.

(e) Publication

The Secretary shall provide for publication in
the Federal Register and the posting on the
Internet website of the Office of the National
Coordinator for Health Information Technology
of all recommendations made by the HIT Stand-
ards Committee under this section.

(July 1, 1944, ch. 373, title XXX, §3003, as added
Pub. L. 111-5, div. A, title XIII, §13101, Feb. 17,
2009, 123 Stat. 238.)

REFERENCES IN TEXT

The Federal Advisory Committee Act, referred to in
subsec. (d), is Pub. L. 92-463, Oct. 6, 1972, 86 Stat. 770,
which is set out in the Appendix to Title 5, Government
Organization and Employees.

§300jj-14. Process for adoption of endorsed rec-
ommendations; adoption of initial set of
standards, implementation specifications,
and certification criteria

(a) Process for adoption of endorsed recom-
mendations

(1) Review of endorsed standards, implementa-
tion specifications, and certification cri-
teria

Not later than 90 days after the date of re-
ceipt of standards, implementation specifica-
tions, or certification criteria endorsed under
section 300jj-11(c) of this title, the Secretary,
in consultation with representatives of other
relevant Federal agencies, shall jointly review
such standards, implementation specifica-
tions, or certification criteria and shall deter-
mine whether or not to propose adoption of
such standards, implementation specifica-
tions, or certification criteria.
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(2) Determination to adopt standards, imple-
mentation specifications, and certification
criteria

If the Secretary determines—

(A) to propose adoption of any grouping of
such standards, implementation specifica-
tions, or certification criteria, the Secretary
shall, by regulation under section 553 of title
5, determine whether or not to adopt such
grouping of standards, implementation spec-
ifications, or certification criteria; or

(B) not to propose adoption of any group-
ing of standards, implementation specifica-
tions, or certification criteria, the Secretary
shall notify the National Coordinator and
the HIT Standards Committee in writing of
such determination and the reasons for not
proposing the adoption of such recommenda-
tion.

(3) Publication

The Secretary shall provide for publication
in the Federal Register of all determinations
made by the Secretary under paragraph (1).

(b) Adoption of standards, implementation speci-
fications, and certification criteria

(1) In general

Not later than December 31, 2009, the Sec-
retary shall, through the rulemaking process
consistent with subsection (a)(2)(A), adopt an
initial set of standards, implementation speci-
fications, and certification criteria for the
areas required for consideration under section
300jj-12(b)(2)(B) of this title. The rulemaking
for the initial set of standards, implementa-
tion specifications, and certification criteria
may be issued on an interim, final basis.

(2) Application of current standards, imple-
mentation specifications, and certification
criteria

The standards, implementation specifica-
tions, and certification criteria adopted before
February 17, 2009, through the process existing
through the Office of the National Coordinator
for Health Information Technology may be ap-
plied towards meeting the requirement of
paragraph (1).

(3) Subsequent standards activity

The Secretary shall adopt additional stand-
ards, implementation specifications, and cer-
tification criteria as necessary and consistent
with the schedule published under section
300jj-13(b)(2)1 of this title.

(July 1, 1944, ch. 373, title XXX, §3004, as added
Pub. L. 111-5, div. A, title XIII, §13101, Feb. 17,
2009, 123 Stat. 240.)

§ 300jj-15. Application and use of adopted stand-
ards and implementation specifications by
Federal agencies

For requirements relating to the application
and use by Federal agencies of the standards and
implementation specifications adopted under
section 300jj—14 of this title, see section 17901 of
this title.

1So0 in original. Probably should be a reference to section

300jj-13(0)(3).
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