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A BILL

To improve the health of minority individuals, and for other
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purposes.

Be it enacted by the Senate and House of Representa-

tives of the United States of America in Congress assembled,

SECTION 1. SHORT TITLE.

This Act may be cited as the “Health Equity and

Accountability Act of 20117".
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TITLE X—ADDRESSING SOCIAL DETERMINANTS AND IMPROVING

ENVIRONMENTAL JUSTICE

.. 1001. Codification of Executive Order 12898.
.. 1002, Implementation of recommendations by Environmental Protection

Agency.

.. 1003. Grant program.
. 1004. Additional research on the relationship between the built environ-

ment and the health of community residents.

.. 1005. Environment and public health restoration.
;. 1006. Healthy Food Financing Initiative.
.. 1007. GAO report on health effects of Deepwater Horizon oil rig explosion

in the Gulf Coast.

SEC. 3. FINDINGS.

The Congress finds as follows:

(1) The population of racial and ethnic minori-
ties 1s expected to increase over the next few dee-
ades, yet racial and ethnic minorities have the poor-
est health status and face substantial cultural, so-
cial, and economic barriers to obtaining quality
health care.

(2) Health disparities are a function of not only
access to health care, but also the social deter-
minants of health—including the environment, the
physical structure of communities, nutrition and
food options, educational attainment, employment,
race, ethnicity, sex, geography, language preference,
immigrant or citizenship status, sexual orientation,
cgender identity, socioeconomic status, or disability
status—that directly and indirectly affect the health,
health care, and wellness of individuals and commu-

nities.
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(3) By 2020, the Nation will face a shortage of
health care providers and allied health workers and
this shortage disproportionately affects health pro-
fessional shortage areas where many racial and eth-
nic¢ minority populations reside.

(4) All efforts to reduce health disparities and
barriers to quality health services require better and
more consistent data.

(5) A full range of culturally and linguistically
appropriate health care and public health services
must be available and accessible in every community.

(6) Racial and ethnic minorities and under-
served populations must be included early and equi-
tably in health reform innovations.

(7) Efforts to improve minority health have
been limited by inadequate resources in funding,
staffing, stewardship and accountability. Targeted
investments that are focused on disparities elimi-
nation must be made in providing care and services
that are community-based, including prevention and
policies addressing social determinants of health.

(8) In 2011, the Department of IHealth and
Human Services developed the HHS Action Plan to
Reduce Racial and Ethniec Health Disparities and

the National Stakeholder Strategy for Achieving

*HR 2954 TH
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1 Health Equity, two strategic plans that represent
2 the country’s first coordinated roadmap to reducing
3 health disparities. Along with the National Preven-
4 tion Strategy and the National Health Care Quality
5 Strategy, these comprehensive plans will work to in-
6 crease the number of Americans who are healthy at
7 every stage of life.

8 (9) The Department of Health and Human
9 Services also developed other strategic planning doc-
10 uments to combat disease disparities with a high im-
11 pact on minority populations including the National
12 HIV/AIDS Strategy, and the Action Plan for the
13 Prevention, Care and Treatment of Viral Hepatitis.
14 (10) The Patient Protection and Affordable
15 Jare Act, as amended by the Health Care and Edu-
16 cation Reconciliation Act, represents the biggest ad-
17 vancement for minority health in the last 40 years.
18 TITLE I—DATA COLLECTION

19 AND REPORTING
20 SEC. 101. AMENDMENT TO THE PUBLIC HEALTH SERVICE
21 ACT.
22 (a) PURPOSE.—It is the purpose of this section to

23 promote data collection, analysis, and reporting by race,

24 ethnicity, sex, primary language, sexual orientation, dis-
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ability status, gender identity, and socioeconomic status

among federally supported health programs.

(b) AMENDMENT.—Title XXXIV of the Public
Health Service Act, as amended by titles I and III of
this Act, is further amended by inserting after subtitle A
the following:

“Subtitle B—Strengthening Data
Collection, Improving Data
Analysis, and Expanding Data
Reporting

“SEC. 3431. HEALTH DISPARITY DATA.

“(a) REQUIREMENTS.

“(1) IN GENERAL.—EKach health-related pro-
oram operated by or that receives funding or reim-
bursement, in whole or in part, either directly or in-
directly from the Department of Health and Human
Services shall—

“(A) require the collection, by the agency
or program involved, of data on the race, eth-
nicity, sex, primary language, sexual orienta-
tion, disability status, gender identity, and so-
cioeconomic status of each applicant for and re-
cipient of health-related assistance under such

program—
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“(i) using, at a minimum, the stand-
ards for data collection on race, ethnicity,
sex, primary language, sexual orientation,
disability status, gender identity, and so-
cioeconomic status developed under section
3101;

“(1) collecting data for additional
population groups if such groups can be
ageregated into the minimum race and
ethnicity categories;

“(1) additionally referring, where
practicable, to the standards developed by
the Institute of Medicine in ‘Race, KEth-
nicity, and Language Data: Standardiza-
tion for Health Care Quality Improve-
ment’; and

“(iv) where practicable, through self-
reporting;

“(B) with respect to the collection of the

data described in subparagraph (A), for appli-

cants and recipients who are minors, require

communication assistance in speech or writing,

and for applicants and recipients who are other-

wise legally incapacitated, require that—

*HR 2954 TH
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“(1) such data be collected from the
parent or legal guardian of such an appli-
cant or recipient; and

“(i1) the primary language of the par-
ent or legal guardian of such an applicant
or recipient be collected;

“(C) systematically analyze such data
using the smallest appropriate units of analysis
feasible to detect racial and ethnic disparities,
as well as disparities along the lines of primary
language, sex, disability status, sexual orienta-
tion, gender identity, and socioeconomic status
in health and health care, and report the results
of such analysis to the Secretary, the Director
of the Office for Civil Rights, each agency listed
in  section 3101(c¢)(1), the Committee on
Health, Education, Labor, and Pensions and
the Committee on Finance of the Senate, and
the Committee on Energy and Commerce and
the Committee on Ways and Means of the
House of Representatives;

“(D) provide such data to the Secretary on
at least an annual basis; and

“(E) ensure that the provision of assist-

ance to an applicant or recipient of assistance

*HR 2954 TH
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is not denied or otherwise adversely affected be-

cause of the failure of the applicant or recipient

to provide race, ethnicity, primary language,
sex, sexual orientation, disability status, gender
identity, and socioeconomic status data.

“(2) RULES OF CONSTRUCTION.—Nothing in
this subsection shall be construed to—

“(A) permit the use of information col-
lected under this subsection in a manner that
would adversely affect any individual providing
any such information; and

“(B) diminish existing or future require-
ments on health care providers to collect data.

“(b) PROTECTION OF DATA.—The Secretary shall
ensure (through the promulgation of regulations or other-
wise) that all data collected pursuant to subsection (a) are
protected—

“(1) under the same privacy protections as the
Secretary applies to other health data under the reg-
ulations promulgated under section 264(c) of the
Health Insurance Portability and Accountability Act
of 1996 (Public Law 104-191; 110 Stat. 2033) re-
lating to the privacy of individually identifiable

health information and other protections; and
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“(2) from all inappropriate internal use by any
entity that collects, stores, or receives the data, in-
cluding use of such data in determinations of eligi-
bility (or continued eligibility) in health plans, and
from other inappropriate uses, as defined by the
Secretary.

“(¢) NATIONAL PLAN OF THE DATA COUNCIL.—The
Secretary shall develop and implement a national plan to
ensure the collection of data in a culturally appropriate
and competent manner, to improve the collection, analysis,
and reporting of racial, ethnic, sex, primary language, sex-
ual orientation, disability status, gender identity, and so-
cioeconomic status data at the Federal, State, territorial,
tribal, and local levels, including data to be collected under
subsection (a), and to ensure that data collection activities
carried out under this section are in compliance with the
standards developed under section 3101. The Data Coun-
cil of the Department of IHealth and Human Services, in
consultation with the National Committee on Vital Health
Statistics, the Office of Minority Health, Office on Wom-
en’s Health, and other appropriate public and private enti-
ties, shall make recommendations to the Secretary con-
cerning the development, implementation, and revision of
the national plan. Such plan shall include recommenda-

tions on how to—

*HR 2954 TH
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“(1) implement subsection (a) while minimizing
the cost and administrative burdens of data collec-
tion and reporting;

“(2) expand awareness among Federal agencies,
States, territories, Indian tribes, health providers,
health plans, health insurance issuers, and the gen-
eral public that data collection, analysis, and report-
ing by race, ethnicity, primary language, sexual ori-
entation, disability status, gender identity, and socio-
economic status is legal and necessary to assure eq-
uity and nondiserimination in the quality of health
care services;

“(3) ensure that future patient record systems
have data code sets for racial, ethnic, primary lan-
ouage, sexual orientation, disability status, gender
identity, and socioeconomic status identifiers and
that such identifiers can be retrieved from clinical
records, mncluding records transmitted electronically;

“(4) improve health and health care data collec-
tion and analysis for more population groups if such
oroups can be aggregated into the minimum race
and ethnicity categories, including exploring the fea-
sibility of enhancing collection efforts in States for
racial and ethnic groups that comprise a significant

proportion of the population of the State;

*HR 2954 TH
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“(5) provide researchers with greater access to
racial, ethnie, primary language, sexual orientation,
disability status, gender identity, and socioeconomic
status data, subject to privacy and confidentiality
regulations; and

“(6) safeguard and prevent the misuse of data
collected under subsection (a).

“(d) COMPLIANCE WITH STANDARDS.—Data col-

lected under subsection (a) shall be obtained, maintained,
and presented (including for reporting purposes) in ac-
cordance with the 1997 Office of Management and Budget
Standards for Maintaining, Collecting, and Presenting
Federal Data on Race and Ethnicity (at a minimum).

“(e) TECHNICAL ASSISTANCE FOR THE COLLECTION
AND REPORTING OF DATA.—

“(1) IN GENERAL.—The Secretary may, either
directly or through grant or contract, provide tech-
nical assistance to enable a health care program or
an entity operating under such program to comply
with the requirements of this section.

“(2) TYPES OF ASSISTANCE.—Assistance pro-
vided under this subsection may include assistance
to—

“(A) enhance or upgrade computer tech-

nology that will facilitate racial, ethnice, primary
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language, sexual orientation, disability status,
gender identity, and socioeconomic status data
collection and analysis;

“(B) improve methods for health data col-
lection and analysis including additional popu-
lation groups beyond the Office of Management
and Budget categories if such groups can be
ageregated into the minimum race and ethnicity
categories;

“(C) develop mechanisms for submitting
collected data subject to existing privacy and
confidentiality regulations; and

“(D) develop educational programs to in-
form health insurance issuers, health plans,
health providers, health-related agencies, and
the general public that data collection and re-
porting by race, ethnicity, primary language,
sexual orientation, disability status, gender
identity, and socioeconomic status are legal and
essential for eliminating health and health care

disparities.

“(f) ANALYSIS OF HEALTH DISPARITY DATA.—The

23 Secretary, acting through the Director of the Agency for

24 Healthcare Research and Quality and in coordination with

25 the Administrator of the Centers for Medicare & Medicaid

*HR 2954 TH
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1 Services, shall provide technical assistance to agencies of
2 the Department of Health and Human Services in meeting
3 Federal standards for health disparity data collection and

4 for analysis of racial and ethnic disparities in health and

5 health care in public programs by

6 “(1) identifying appropriate quality assurance
7 mechanisms to monitor for health disparities;

8 “(2) specifying the clinical, diagnostie, or thera-
9 peutic measures which should be monitored;

10 “(3) developing new quality measures relating
11 to racial and ethnic disparities and their overlap
12 with other disparity factors in health and health
13 care;

14 “(4) identifying the level at which data analysis
15 should be conducted; and

16 “(5) sharing data with external organizations
17 for research and quality improvement purposes.

18 “(2) DEFINITION.—In this section, the term ‘health-

19 related program’ mean a program—

20 “(1) under the Social Security Act (42 U.S.C.
21 301 et seq.) that pays for health care and services;
22 and

23 “(2) under this Act that provides Federal finan-
24 cial assistance for health care, biomedical research,
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or health services research and or is designed to im-

prove the public’s health.

“(h) AUTHORIZATION OF APPROPRIATIONS.—There
are authorized to be appropriated to carry out this section,
such sums as may be necessary for each of fiscal years
2012 through 2017.

“SEC. 3432. PROVISIONS RELATING TO NATIVE AMERICANS.

“(a) ESTABLISHMENT OF EPIDEMIOLOGY CEN-
TERS.—The Secretary shall establish an epidemiology cen-
ter in each service area to carry out the functions de-
seribed in subsection (b). Any new center established after
the date of the enactment of the Health Equity and Ac-
countability Act of 2011 may be operated under a grant
authorized by subsection (d), but funding under such a
erant shall not be divisible.

“(b) FUNCTIONS OF CENTERS.—In consultation with
and upon the request of Indian tribes, tribal organizations,
and urban indian organizations, each service area epidemi-
ology center established under this subsection shall, with
respect to such service area—

“(1) collect data relating to, and monitor
progress made toward meeting, each of the health
status objectives of the service, the Indian tribes,
tribal organizations, and urban indian organizations

in the service area;
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“(2) evaluate existing delivery systems, data
systems, and other systems that impact the improve-
ment of Indian health;

“(3) assist Indian tribes, tribal organizations,
and urban indian organizations in identifying their
highest priority health status objectives and the
services needed to achieve such objectives, based on
epidemiological data;

“(4) make recommendations for the targeting
of services needed by the populations served;

“(5) make recommendations to improve health
care delivery systems for Indians and urban Indians;

“(6) provide requested technical assistance to
Indian tribes, tribal organizations, and urban indian
organizations in the development of local health
service priorities and incidence and prevalence rates
of disease and other illness in the community; and

“(7) provide disease surveillance and assist In-
dian tribes, tribal organizations, and urban Indian
organizations to promote public health.

“(¢) TECHNICAL ASSISTANCE.—The Director of the

22 Centers for Disease Control and Prevention shall provide

23

technical assistance to the centers in carrying out the re-

24 quirements of this subsection.

25

“(d) GRANTS FOR STUDIES.—
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“(1) IN GENERAL.—The Secretary may make
erants to Indian tribes, tribal organizations, urban
indian organizations, and eligible intertribal con-
sortia to conduct epidemiological studies of Indian
communities.

“(2) ELIGIBLE INTERTRIBAL CONSORTIA.—AnN
intertribal consortium is eligible to receive a grant
under this subsection if—

“(A) the intertribal consortium 1is incor-
porated for the primary purpose of improving
Indian health; and

“(B) the intertribal consortium 1is rep-
resentative of the Indian tribes or urban Indian
communities in which the intertribal consortium
is located.

“(3) APPLICATIONS.—An application for a
orant under this subsection shall be submitted in
such manner and at such time as the Secretary shall
prescribe.

“(4) REQUIREMENTS.

An applicant for a
orant under this subsection shall—

“(A) demonstrate the technical, adminis-

trative, and financial expertise necessary to

carry out the functions described in paragraph

(5);
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“(B) consult and cooperate with providers
of related health and social services in order to
avold duplication of existing services; and

“(C) demonstrate cooperation from Indian
tribes or urban Indian organizations in the area
to be served.

“(5) USE OF FUNDS.—A grant awarded under
paragraph (1) may be used—

“(A) to carry out the functions desecribed
in subsection (b);

“(B) to provide information to and consult
with tribal leaders, urban Indian community
leaders, and related health staff on health care
and health service management issues; and

“(C) in collaboration with Indian tribes,
tribal organizations, and urban Indian commu-
nities, to provide the service with information
regarding ways to improve the health status of
Indians.

“(e) AcCCESS TO INFORMATION.—An epidemiology
center operated by a grantee pursuant to a grant awarded
under subsection (d) shall be treated as a public health
authority for purposes of the Health Insurance Portability
and Accountability Act of 1996 (Public Law 104-191; 110

Stat. 2033), as such entities are defined in part 164.501
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of title 45, Code of Federal Regulations (or a successor
regulation). The Secretary shall grant such grantees ac-
cess to and use of data, data sets, monitoring systems,
delivery systems, and other protected health information
in the possession of the Secretary.”.
SEC. 102. ELIMINATION OF PREREQUISITE OF DIRECT AP-
PROPRIATIONS FOR DATA COLLECTION AND
ANALYSIS.
Section 3101 of the Public Health Service Act (42
U.S.C. 300kk) is amended

(1) by striking subsection (h); and
(2) by redesignating subsection (i) as subsection
(h).
SEC. 103. COLLECTION OF RACE AND ETHNICITY DATA BY
THE SOCIAL SECURITY ADMINISTRATION.
Part A of title XI of the Social Security Act (42
U.S.C. 1301 et seq.) is amended by adding at the end
the following:
“SEC. 1150C. COLLECTION OF RACE AND ETHNICITY DATA
BY THE SOCIAL SECURITY ADMINISTRATION.
“(a) REQUIREMENT.—The Commissioner of Social
Security, in consultation with the Administrator of the
Centers for Medicare & Medicaid Services, shall—
“(1) require the collection of data on the race,

ethnicity, primary language, and disability status of
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all applicants for Social Security account numbers or
benefits under title IT or part A of title XVIII and
all individuals with respect to whom the Commis-
sioner maintains records of wages and self-employ-
ment income in accordance with reports received by

the Commissioner or the Secretary of the Treas-

ury-
“(A) using, at a minimum, the standards
for data collection on race, ethnicity, primary
language, and disability status developed under
section 3101 of the Public Health Service Act;
“(B) where practicable, collecting data for
additional population groups if such groups can
be ageregated into the minimum race and eth-
nicity categories; and
“(C) additionally referring, where prac-
ticable, to the standards developed by the Insti-
tute of Medicine in ‘Race, Ethnicity, and Lan-
ouage Data: Standardization for Health Care
Quality Improvement’ (released August 31,
2009);
“(2) with respect to the collection of the data
described in paragraph (1) for applicants who are
under 18 years of age or otherwise legally incapaci-

tated, require that—
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“(A) such data be collected from the par-
ent or legal guardian of such an applicant; and

“(B) the primary language of the parent
or legal guardian of such an applicant or recipi-
ent be used;

“(3) require that such data be uniformly ana-
lyzed and reported at least annually to the Commis-
sioner of Social Security;

“(4) be responsible for storing the data re-
ported under paragraph (3);

“(5) ensure transmission to the Centers for
Medicare & Medicaid Services and other Federal
health agencies;

“(6) provide such data to the Secretary on at
least an annual basis; and

“(7) ensure that the provision of assistance to
an applicant is not denied or otherwise adversely af-
fected because of the failure of the applicant to pro-
vide race, ethnicity, primary language, and disability
status data.

“(b) PROTECTION OF DATA.—The Commissioner of

22 Social Security shall ensure (through the promulgation of

23 regulations or otherwise) that all data collected pursuant

24 to subsection (a) are protected—
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“(1) under the same privacy protections as the
Secretary applies to health data under the regula-
tions promulgated under section 264(c) of the
Health Insurance Portability and Accountability Act
of 1996 (Public Law 104-191; 110 Stat. 2033) re-
lating to the privacy of individually identifiable
health information and other protections; and

“(2) from all inappropriate internal use by any
entity that collects, stores, or receives the data, in-
cluding use of such data in determinations of eligi-
bility (or continued eligibility) in health plans, and
from other inappropriate uses, as defined by the
Secretary.

“(¢) RULE OF CONSTRUCTION.—Nothing in this sec-
tion shall be construed to permit the use of information
collected under this section in a manner that would ad-
versely affect any individual providing any such informa-
tion.

“(d) TECHNICAL ASSISTANCE.—The Secretary may,
either directly or by grant or contract, provide technical
assistance to enable any health entity to comply with the
requirements of this section.

“(e) AUTHORIZATION OF APPROPRIATIONS.—There

are authorized to be appropriated to carry out this section,
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such sums as may be necessary for each of fiscal years
2012 through 2017.”.
SEC. 104. REVISION OF HIPAA CLAIMS STANDARDS.

(a) IN GENERAL.

Not later than 1 year after the
date of enactment of this Act, the Secretary of Health and
Human Services shall revise the regulations promulgated
under part C of title XI of the Social Security Act (42
U.S.C. 1320d et seq.), relating to the collection of data
on race, ethnicity, and primary language in a health-re-
lated transaction, to require—

(1) the use, at a minimum, of the standards for
data collection on race, ethnicity, primary language,
disability, and sex developed under section 3101 of
the Public Health Service Act (42 U.S.C. 300kk);
and

(2) the designation of the racial, ethnie, pri-
mary language, disability, and sex code sets as re-
quired for claims and enrollment data.

(b) DISSEMINATION.—The Secretary of Health and
Human Services shall disseminate the new standards de-
veloped under subsection (a) to all health entities that are
subject to the regulations deseribed in such subsection and
provide technical assistance with respect to the collection

of the data involved.
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(¢) COMPLIANCE.—The Secretary of Health and
Human Services shall require that health entities comply
with the new standards developed under subsection (a) not
later than 2 years after the final promulgation of such
standards.

SEC. 105. NATIONAL CENTER FOR HEALTH STATISTICS.

Section 306(n) of the Public Health Service Act (42
U.S.C. 242k(n)) 1s amended—

O o0 9 AN U B~ W

(1) in paragraph (1), by striking “2003” and

10 inserting “2016";

11 (2) in paragraph (2), in the first sentence, by
12 striking “2003” and inserting “2016”"; and

13 (3) in paragraph (3), by striking “2002” and
14 inserting 20167,

15 SEC. 106. OVERSAMPLING OF ASIAN-AMERICANS, NATIVE
16 HAWAIIANS, OR PACIFIC ISLANDERS AND
17 OTHER UNDERREPRESENTED GROUPS IN
18 FEDERAL HEALTH SURVEYS.

19 Part B of title III of the Public Health Service Act

20 (42 U.S.C. 243 et seq.) is amended by inserting after sec-
21 tion 317T the following:
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“SEC. 317U. OVERSAMPLING OF ASIAN-AMERICANS, NATIVE

HAWAIIANS, OR PACIFIC ISLANDERS AND
OTHER UNDERREPRESENTED GROUPS IN
FEDERAL HEALTH SURVEYS.

“(a) NATIONAL STRATEGY.—

“(1) IN GENERAL.—The Secretary of Health
and Human Services, acting through the Director of
the National Center for Health Statistics (referred
to in this section as ‘NCHS’) of the Centers for Dis-
ease Control and Prevention, and other agencies
within the Department of Health and Human Serv-
ices as the Secretary determines appropriate, shall
develop and implement an ongoing and sustainable
national strategy for oversampling Asian-Americans,
Native Hawaiians, or Pacific Islanders, and other
underrepresented populations as determined appro-
priate by the Secretary in Federal health surveys.

“(2) CoNsSULTATION.—In developing and imple-
menting a national strategy, as described in para-
oraph (1), not later than 180 days after the date of
the enactment of the this section, the Secretary—

“(A) shall consult with representatives of
community groups, nonprofit organizations,
nongovernmental organizations, and govern-

ment agencies working with Asian-Americans,
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Native Hawaiians, or Pacific Islanders, and
other underrepresented populations; and
“(B) may solicit the participation of rep-
resentatives from other Federal departments
and agencies.

“(b) PROGRESS REPORT.—Not later than 2 years
after the date of the enactment of this section, the Sec-
retary shall submit to the Congress a progress report,
which shall include the national strategy described in sub-
section (a)(1).

“(¢) AUTHORIZATION OF APPROPRIATIONS.—To

carry out this section, there are authorized to be appro-
priated such sums as may be necessary for fiscal years
2012 through 2017.”.
SEC. 107. GEO-ACCESS STUDY.
The Administrator of the Substance Abuse and Men-
tal Health Services Administration shall—
(1) econduct a study to—

(A) determine which geographic areas of
the United States have shortages of specialty
mental health providers; and

(B) assess the preparedness of speciality
mental health providers to deliver culturally and
linguistically appropriate, affordable, and acces-

sible services; and
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(2) submit a report to the Congress on the re-
sults of such study.

SEC. 108. RACIAL, ETHNIC, AND LINGUISTIC DATA COL-
LECTED BY THE FEDERAL GOVERNMENT.

(a) COLLECTION; SUBMISSION.—Not later than 90
days after the date of the enactment of this Act, and Jan-
uary 31 of each year thereafter, each department, agency,
and office of the Federal Government that has collected
racial, ethnie, or linguistic data during the preceding cal-
endar year shall submit such data to the Secretary of
Health and Human Services.

(b) ANALYSIS; PUBLIC AVAILABILITY; REPORTING.—
Not later than April 30, 2012, and each April 30 there-
after, the Secretary of Health and Human Services, acting
through the Director of the National Institute on Minority
Health and Health Disparities and the Deputy Assistant
Secretary for Minority Health, shall—

(1) collect and analyze the racial, ethnic, and
linguistic data submitted under subsection (a) for
the preceding calendar year;

(2) make publicly available such data and the
results of such analysis; and

(3) submit a report to the Congress on such

data and analysis.
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SEC. 109. DATA COLLECTION AND ANALYSIS GRANTS TO MI-
NORITY-SERVING INSTITUTIONS.

(a) AvurTHorITy.—The Secretary of Health and
Human Services, acting through the National Institute on
Minority Health and IHealth Disparities and the Office of
Minority Health, may award grants to access and analyze
racial and ethnic, and where possible other health dis-
parity data, to monitor and report on progress to reduce
and eliminate disparities in health and health care.

(b) EL1GIBLE ENTITY.—In this section, the term “el-
igible entity’” means a historically Black college or univer-
sity, an Hispanic-serving institution, a tribal college or
university, or an Asian-American, Native American, or Pa-
cific Islander-serving institution with an accredited public
health, health policy, or health services research program.
SEC. 110. STANDARDS FOR MEASURING SEXUAL ORIENTA-

TION AND GENDER IDENTITY IN COLLECTION
OF HEALTH DATA.

Section 3101 (a) of the Public Health Service Act (42
U.S.C. 300kk(a)) 1s amended—

(1) in paragraph (1)(A), by inserting ‘‘sexual
orientation, gender identity,” before “and disability
status’’;

(2) in paragraph (1)(C), by inserting ‘‘sexual
orientation, gender identity,” before “and disability
status’’; and
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1 (3) in paragraph (2)(B), by inserting ‘‘sexual
2 orientation, gender identity,” before “and disability
3 status”.

4 SEC. 111. OPTIONAL COLLECTION OF HEALTH DATA ON IM-
5 MIGRANTS AND INDIVIDUALS IN THEIR
6 HOUSEHOLDS.

7 Section 3101 (a) of the Public Health Service Act (42
8 U.S.C. 300k(a)) is amended by adding at the end the fol-
9 lowing:

10 “(4) OPTIONAL UNIFORM CATEGORIES.—Not
11 later than 12 months after the date of the enact-
12 ment of this paragraph, the Secretary shall—

13 “(A) enter into an arrangement with the
14 Institute of Medicine of the National Academies
15 (or, if the Institute of Medicine declines to
16 enter into such an arrangement, another appro-
17 priate entity) to—

18 “(1) conduct a study and develop rec-
19 ommended standards for the optional col-
20 lection of data on immigrants, as well as
21 citizens living within immigrant households
22 (mixed-status households), in order to
23 measure disparities in health coverage,
24 health care access and quality, and health
25 status among these populations, and
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“(11) include ensuing recommendations
and results in a report to the Secretary
that includes best practices to protect the
privacy of respondents to the full extent of
applicable law;

“(B) promulgate standards based on the
recommendations and results of subparagraph
(A) for the optional collection of data in major
health surveys and research; and

“(C) provide clear guidance that immi-
orant and mixed-status households are optional
uniform categories and data concerning such
households shall—

“(1) not be required to be collected by

the standards under subparagraph (B);

“(11) be collected only in accordance
with—

“(I) the ‘Tri-Agency Guidance’
issued by the Food and Nutrition
Service of the Department of Agri-
culture, the Centers for Medicare &
Medicaid Services, the Administration
for Children and Families, and Office
for Civil Rights; and

“(IT) other applicable law; and
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“(ii1) not be collected for program ap-
plication and enrollment processes beyond
statutory requirements.”.
SEC. 112. STANDARDS FOR MEASURING SOCIOECONOMIC
STATUS IN COLLECTION OF HEALTH DATA.
Section 3101(a) of the Public Health Service Act (42
U.S.C. 300kk(a)), as amended, is amended

(1) in paragraph (1)(A), by inserting ‘‘socio-
economic status,” before “‘and disability status’;
(2) in paragraph (1)(C), by inserting ‘socio-
economic status,” before “and disability status’; and
(3) in paragraph (2)(B), by inserting ‘‘socio-
economic status,” before “‘and disability status’.
SEC. 113. SAFETY AND EFFECTIVENESS OF DRUGS WITH
RESPECT TO RACIAL AND ETHNIC BACK-
GROUND.

(a) IN GENERAL.—Chapter V of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 351 et seq.) is amend-
ed by adding after section 505D the following:

“SEC. 505E. SAFETY AND EFFECTIVENESS OF DRUGS WITH
RESPECT TO RACIAL AND ETHNIC BACK-
GROUND.

If there 1s evidence

“(a) PREAPPROVAL STUDIES.

that there may be a disparity on the basis of racial or
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I ethnic background as to the safety or effectiveness of a

2 drug, then—

3
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“(1)(A) the investigations required under sec-
tion 505(b)(1)(A) shall include adequate and well-
controlled investigations of the disparity; or

“(B) the evidence required under section 351(a)
of the Public Health Service Act for approval of a
biologiecs license application for the drug shall in-
clude adequate and well-controlled investigations of
the disparity; and

“(2) if the mvestigations confirm that there is
a disparity, the labeling of the drug shall include ap-

propriate information about the disparity.

“(b) POSTMARKET STUDIES.

“(1) IN GENERAL.—If there is evidence that
there may be a disparity on the basis of racial or
ethnic background as to the safety or effectiveness
of a drug for which there is an approved application
under section 505 or a license under section 351 of
the Public Health Service Act, the Secretary may by
order require the holder of the approved application
or license to conduct, by a date specified by the Sec-
retary, postmarketing studies to investigate the dis-

parity.
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“(2) LABELING.—If the Secretary determines
that the postmarket studies confirm that there is a
disparity described in paragraph (1), the labeling of
the drug shall include appropriate information about
the disparity.

“(3) STUDY DESIGN.—The Secretary may
specify all aspects of study design, including the
number of studies and study participants, and the
other demographic characteristics of study partici-
pants included, in the order requiring postmarket
studies of the drug.

“(4) MODIFICATIONS OF STUDY DESIGN.—The
Secretary may by order modify any aspect of the
study design as necessary after issuing an order
under paragraph (1).

“(5) STUDY RESULTS.—The results from stud-
ies required under paragraph (1) shall be submitted
to the Secretary as supplements to the drug applica-
tion or biological license application.

“(¢) DISPARITY.—The term ‘evidence that there may

be a disparity on the basis of racial or ethnic background

22 for adult and pediatric populations as to the safety or ef-

23
24
25

fectiveness of a drug’ includes—

“(1) evidence that there is a disparity on the

basis of racial or ethnic background as to safety or
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effectiveness of a drug in the same chemical class as
the drug;

“(2) evidence that there is a disparity on the
basis of racial or ethniec backeround in the way the
drug is metabolized; and

“(3) other evidence as the Secretary may deter-
mine.

“(d) APPLICATIONS UNDER SECTIONS 505(b)(2)
505()).—

“(1) IN GENERAL.—A drug for which an appli-
cation has been submitted or approved under section
505(j) shall not be considered ineligible for approval
under that section or misbranded under section 502
on the basis that the labeling of the drug omits in-
formation relating to a disparity on the basis of ra-
cial or ethnic background as to the safety or effec-
tiveness of the drug, whether derived from investiga-
tions or studies required under this section or de-
rived from other sources, when the omitted informa-
tion is protected by patent or by exclusivity under
clause (ii1) or (iv) of section 505(j)(5)(B).

“(2) LABELING.—Notwithstanding clauses (iii)
and (iv) of section 505(j)(5)(B), the Secretary may
require that the labeling of a drug approved under

section 505(j) that omits information relating to a
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disparity on the basis of racial or ethnic background

as to the safety or effectiveness of the drug include

a statement of any appropriate contraindications,

warnings, or precautions related to the disparity

that the Secretary considers necessary.”.

(b) ENFORCEMENT.—Section 502 of the FKFederal
Food, Drug, and Cosmetic Act (21 U.S.C. 352) is amend-
ed by adding at the end the following:

“(aa) If it 1s a drug and the holder of the approved
application under section 505 or license under section 351
of the Public Health Service Act for the drug has failed
to complete the investigations or studies, or comply with

any other requirement, of section 505KE.”.

(¢c) DrRUG FEES.—Section 736(a)(1)(A)(11) of the
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 379h)
is amended by adding after “‘are required” the following:
“, including supplements required under section 505E”.
SEC. 114. GAO STUDY ON COMPLIANCE WITH EXISTING FDA
REQUIREMENTS TO PRESENT DRUG AND DE-
VICE SAFETY AND EFFECTIVENESS DATA BY
SEX, AGE, AND RACIAL AND ETHNIC SUB-

GROUPS.
(a) IN GENERAL.—The Comptroller General of the

United States shall conduct a study investigating the ex-

tent to which sponsors of clinical studies of investigational
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drugs, biologics, and devices and sponsors of applications
for approval or licensure of new drugs, biologics, and de-
vices comply with Food and Drug Administration require-
ments and follow guidance for presentation of clinical
study safety and effectiveness data by sex, age, and racial
and ethnie subgroups.

(b) REPORT BY GAO.—

(1) SuBMISSION.—Not later than 18 months
after the date of the enactment of this Act, the
Comptroller General shall complete the study under
subsection (a) and submit to the Committee on En-
ergy and Commerce of the House of Representatives
and the Committee on Health, Education, Labor,
and Pensions of the Senate a report on the results
of such study.

(2) CONTENTS.—The report required by para-
eraph (1) shall include each of the following:

(A) An assessment of the extent to which
the Food and Drug Administration assists
sponsors in complying with the requirements
and following the guidance referred to in sub-
section (a).

(B) An assessment of the effectiveness of
the Food and Drug Administration’s enforce-

ment of compliance with such requirements.
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(C) An analysis of the extent to which fe-
males, racial and ethnic minorities, and adults
of all ages are adequately represented in Food
and Drug Administration-approved clinical
studies (at all phases) so that product safety
and effectiveness data can be evaluated by sex,
age, and racial and ethnic subgroup.

(D) An analysis of the extent to which a
summary of product safety and effectiveness
data disageregated by sex, age, and racial and
ethnic subgroup is readily available to the pub-
lic in a timely manner by means of the product
label or the Food and Drug Administration’s
Web site.

(E) Recommendations for

(1) modifications to the requirements
and guidance referred to in subsection (a);
or

(1) oversight by the Food and Drug
Administration of such requirements.

(¢) REPORT BY HHS.—Not later than 6 months
after the submission by the Comptroller General of the
report required under subsection (b), the Secretary of
Health and Human Services shall submit to the Com-

mittee on Energy and Commerce of the House of Rep-
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resentatives and the Committee on Health, Education,
Labor, and Pensions of the Senate a response to that re-
port, including a corrective action plan as needed to re-

spond to the recommendations in that report.

(d) DEFINITIONS.—In this section:

(1) The term ‘“‘biologic”” has the meaning given
to the term “biological product” in section 351(i) of
the Public Health Service Act (42 U.S.C. 262(1)).

(2) The term “device” has the meaning given to
such term in section 201(h) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 321(h)).

(3) The term “‘drug” has the meaning given to
such term in section 201(g) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 321(2)).

SEC. 115. IMPROVING HEALTH DATA REGARDING NATIVE
HAWAITANS AND OTHER PACIFIC ISLANDERS.
Part B of title III of the Public Health Service Act
(42 U.S.C. 243 et seq.) is amended by inserting after sec-
tion 317U, as added, the following:
“SEC. 317V. NATIVE HAWAITIAN AND OTHER PACIFIC IS-
LANDER HEALTH DATA.
“(a) DEFINITIONS.—In this section:

“(1) COMMUNITY GROUP.—The term ‘commu-

nity group’ means a group of NHOPI who are orga-

nized at the community level, and may include a
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church group, social service group, national advocacy
organization, or cultural group.

“(2) NONPROFIT, NONGOVERNMENTAL ORGANI-
ZATION.—The term ‘nonprofit, nongovernmental or-
canization’” means a group of NHOPI with a dem-
onstrated history of addressing NHOPI issues, in-
cluding a NHOPT coalition.

“(3) DESIGNATED ORGANIZATION.—The term
‘designated organization’” means an entity estab-
lished to represent NHOPI populations and which
has statutory responsibilities to provide, or has com-
munity support for providing, health care.

“(4) GOVERNMENT REPRESENTATIVES.—The

term ‘government representatives’ means representa-
tives from Hawaii, American Samoa, the Common-
wealth of the Northern Mariana Islands, the Fed-
erated States of Micronesia, Guam, the Republic of
Palau, and the Republic of the Marshall Islands.
“(5) NATIVE HAWAIIANS AND OTHER PACIFIC
ISLANDERS (NHOPI).—The term ‘Native Hawaiians
and Other Pacific Islanders’ or ‘NHOPI" means peo-
ple having origins in any of the original peoples of
American Samoa, the Commonwealth of the North-
ern Mariana Islands, the Federated States of Micro-

nesia, Guam, Hawaii, the Republic of the Marshall
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Islands, the Republic of Palau, or any other Pacific
1sland.

“(6) INSULAR AREA.—The term ‘insular area’
means Guam, the Commonwealth of Northern Mar-
iana Islands, American Samoa, the United States
Virgin Islands, the Federated States of Micronesia,
the Republic of Palau, or the Republic of the Mar-
shall Islands.

“(b) NATIONAL STRATEGY.—

“(1) IN  GENERAL.—The Secretary, acting
through the Director of the National Center for
Health Statistics (referred to in this section as
‘NCHS’) of the Centers for Disease Control and
Prevention, and other agencies within the Depart-
ment of Health and IHuman Services as the Sec-
retary determines appropriate, shall develop and im-
plement an ongoing and sustainable national strat-
egy for identifying and evaluating the health status
and health care needs of NHOPI populations living
in the continental United States, Hawaii, American
Samoa, the Commonwealth of the Northern Mariana
Islands, the Federated States of Micronesia, Guam,
the Republic of Palau, and the Republic of the Mar-

shall Islands.
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“(2) CONSULTATION.—In developing and imple-
menting a national strategy, as described in para-
oraph (1), not later than 180 days after the date of
enactment of the IHealth Equity and Accountability
Act of 2011, the Secretary—

“(A) shall consult with representatives of
community groups, designated organizations,
and nonprofit, nongovernmental organizations
and with government representatives of NITOPI
populations; and

“(B) may solicit the participation of rep-
resentatives from other Federal departments.

“(¢) PRELIMINARY HEALTH SURVEY.—

“(1) IN GENERAL.—The Secretary, acting
through the Director of NCHS, shall conduct a pre-
liminary health survey in order to identify the major
areas and regions in the continental United States,
Hawaii, American Samoa, the Commonwealth of the
Northern Mariana Islands, the Federated States of
Micronesia, Guam, the Republic of Palau, and the
Republic of the Marshall Islands in which NHOPI
people reside.

“(2) CONTENTS.—The health survey described

in paragraph (1) shall include health data and any

other data the Secretary determines to be
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“(A) useful in determining health status
and health care needs; or

“(B) required for developing or imple-
menting a national strategy.

“(3) MEeETHODOLOGY.—Methodology  for the
health survey described in paragraph (1), including
plans for designing questions, implementation, sam-
pling, and analysis, shall be developed in consulta-
tion with community groups, designated organiza-
tions, nonprofit, nongovernmental organizations, and
covernment representatives of NIHHOPI populations,
as determined by the Secretary.

“(4) TIMEFRAME.—The survey required under
this subsection shall be completed not later than 18
months after the date of enactment of the Health
Equity and Accountability Act of 2011.

“(d) PROGRESS REPORT.—Not later than 2 years

after the date of enactment of the Health Equity and Ac-
countability Act of 2011, the Secretary shall submit to
Congress a progress report, which shall include the na-

tional strategy described in subsection (b)(1).

“(e) STUDY AND REPORT BY THE IOM.—
“(1) IN GENERAL.—The Secretary shall enter

into an agreement with the Institute of Medicine to
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conduct a study, with input from stakeholders in in-
sular areas, on the following:

“(A) The standards and definitions of
health care applied to health care systems in in-
sular areas and the appropriateness of such
standards and definitions.

“(B) The status and performance of health
care systems in insular areas, evaluated based
upon standards and definitions, as the Sec-
retary determines.

“(C) The effectiveness of donor aid mn ad-
dressing health care needs and priorities in in-
sular areas.

“(D) The progress toward implementation
of recommendations of the Committee on
Health Care Services in the United States—As-
sociated Pacific Basin of the Institute of Medi-
cine that are set forth in the 1998 report, ‘Pa-
cific Partnerships for Health: Charting a New
Course for the 21st Century’.

“(2) REPORT.—An agreement described in
paragraph (1) shall require the Institute of Medicine
to submit to the Secretary and to Congress, not
later than 2 years after the date of the enactment

of the Health Equity and Accountability Act of
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2011, a report containing a description of the results
of the study conducted under paragraph (1), includ-
ing the conclusions and recommendations of the In-
stitute of Medicine for each of the items desecribed
in subparagraphs (A) through (D) of such para-
oraph.

To

“(f) AUTHORIZATION OF APPROPRIATIONS.
carry out this section, there are authorized to be appro-
priated such sums as may be necessary for fiscal years
2012 through 2017.”.

TITLE II—CULTURALLY AND LIN-

GUISTICALLY APPROPRIATE

HEALTH CARE

SEC. 201. DEFINITIONS.
In this title, the definitions contained in section 3400
of the Public Health Service Act, as added by section 202,
shall apply.
SEC. 202. AMENDMENT TO THE PUBLIC HEALTH SERVICE
ACT.

(a) FINDINGS.—Congress finds the following:

(1) Effective communication 1s essential to
meaningful access to quality physical and mental
health care.

(2) Research indicates that the lack of appro-

priate language services creates languages barriers
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that result in increased risk of misdiagnosis, ineffec-
tive treatment plans and poor health outcomes for
limited-English-proficient individuals and individuals
with communication disabilities such as hearing, vi-
sion or print impairments.

(3) The number of limited-English-speaking
residents in the United States who speak English
less than very well and, therefore, cannot effectively
communicate with health and social service providers
continues to increase significantly.

(4) The responsibility to fund language services
in the provision of health care and health care-re-
lated services to limited-English-proficient individ-
uals and individuals with communication disabilities
such as hearing, vision, or print impairments is a so-
cietal one that cannot fairly be wvisited solely upon
the health care, public health or social services com-
munity.

(5) Title VI of the Civil Rights Act of 1964
prohibits discrimination based on the grounds of
race, color or national origin by any entity receiving
Federal financial assistance. In order to avoid dis-
crimination on the grounds of national origin, all
programs or activities administered by the Depart-

ment must take adequate steps to ensure that their
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policies and procedures do not deny or have the ef-
feet of denying limited-English-proficient individuals
with equal access to benefits and services for which
such persons qualify.

(6) Linguistic diversity in the healthcare and
health-care-related-services workforce 1s important
for providing all patients the environment most con-
ducive to positive health outcomes.

(7) All members of the health care and health-
care-related-services community should continue to
educate their staff and constituents about limited-
English proficient and disability communication
issues and help them identify resources to improve
access to quality care for limited-English-proficient
individuals and individuals with communication dis-
abilities such as hearing, vision, or print impair-
ments.

(8) Access to English as a second language and
sign language instructions is an important mecha-
nism for ensuring effective communication and elimi-
nating the language barriers that impede access to
health care.

(9) Competent languages services in health care

settings should be available as a matter of course.
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(b) AMENDMENT.—The Public Health Service Act
(42 U.S.C. 201 et seq.) is amended by adding at the end

the following:

“TITLE XXXTIV—CULTURALLY
AND LINGUISTICALLY APPRO-
PRIATE HEALTH CARE

“SEC. 3400. DEFINITIONS.
“In this title:

“(1) BILINGUAL.—The term ‘bilingual” with re-
spect to an individual means a person who has suffi-
cient degree of proficiency in two languages.

“(2) COMMUNITY HEALTH WORKER.—The term
‘community health worker’ includes a community
health advocate, a lay health educator, a community
health representative, a peer health promoter, a
community health outreach worker, and in Spanish,

promotores de salud.

“(3) COMPETENT INTERPRETER SERVICES.
The term ‘competent interpreter services’ means a
translanguage rendition of a spoken or signed mes-
sage 1n which the interpreter comprehends the
source language and can communicate comprehen-
sively in the target language to convey the meaning
intended in the source language. The interpreter

knows health and health-related terminology and
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provides accurate interpretations by choosing equiva-
lent expressions that convey the best matching and
meaning to the source language and captures, to the
oreatest possible extent, all nuances intended in the
source message.

“(4) COMPETENT TRANSLATION SERVICES.—
The term ‘competent translation services’ means a
translanguage rendition of a written document in
which the translator comprehends the source lan-
cuage and can write or sign comprehensively in the
target language to convey the meaning intended in
the source language. The translator knows health
and health-related terminology and provides accurate
translations by choosing equivalent expressions that
convey the best matching and meaning to the source
language and captures, to the greatest possible ex-
tent, all nuances intended in the source document.

“(5) CULTURAL COMPETENCE.—The term ‘cul-
tural competence’ means a set of congruent behav-
iors, attitudes, and policies that come together in a
system, agency, or among professionals that enables
effective work in cross-cultural situations. In the

preceding sentence

“(A) the term ‘cultural’ refers to inte-

orated patterns of human behavior that include
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the language, thoughts, communications, ac-
tions, customs, beliefs, values, and institutions
of racial, ethnic, religious, or social groups, in-
cluding lesbian, gay, bisexual, transgender and
intersex individuals, and individuals with phys-
1cal and mental disabilities; and
“(B) the term ‘competence’ implies having
the capacity to function effectively as an indi-
vidual and an organization within the context of
the cultural beliefs, behaviors, and needs pre-
sented by consumers and their communities.
“(6) EFFECTIVE COMMUNICATION.—The term
‘effective communication” means an exchange of in-
formation between the provider of health care or
health-care-related services and the recipient of such
services who 1s limited in English proficiency, or has
a communication impairment such as a hearing, vi-
sion, or learning impairment, that enables access,
understanding, and benefit from health care or
health-care-related services, and full participation in

the development of their treatment plan.

“(7) GRIEVANCE RESOLUTION PROCESS.—The
term ‘grievance resolution process’ means all aspects
of dispute resolution including filing complaints,

orievance and appeal procedures, and court action.
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“(8) HEALTH CARE GROUP.—The term ‘health
care group’ means a group of physicians organized,
at least in part, for the purposes of providing physi-
cians’ services under the Medicaid, SCHIP, or Medi-
care programs and may include a hospital and any
other individual or entity furnishing services covered
under the Medicaid, SCHIP, or Medicare programs
that is affiliated with the health care group.

“(9) HEALTH-CARE SERVICES.—The term
‘health care services’ means services that address
physical as well as mental health conditions in all
care settings.

The

“(10) HEALTH CARE-RELATED SERVICES.
term ‘health-care-related services’ means human or
social services programs or activities that provide ac-
cess, referrals or links to health care.

“(11) INDIAN TRIBE.—The term ‘Indian tribe’
means any Indian tribe, band, nation, or other orga-
nized group or community, including any Alaska Na-
tive village or group or regional or village corpora-
tion as defined in or established pursuant to the
Alaska Native Claims Settlement Act (85 Stat. 688)
(43 U.S.C. 1601 et seq.), which is recognized as eli-

eible for the special programs and services provided
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by the United States to Indians because of their sta-
tus as Indians.

“(12) INTEGRATED HEALTH CARE DELIVERY
SYSTEM.—The term ‘integrated health care delivery
system’ means an interdisciplinary system that
brings together providers from the primary health,
mental health, substance use and related disciplines
to improve the health outcomes of an individual.
Providers may include but are not limited to hos-
pitals, health, mental health or substance use clinics
and providers, home health agencies, ambulatory
surgery centers, skilled nursing facilities, rehabilita-
tion centers, and employed, independent or con-
tracted physicians.

“(13) INTERPRETING/INTERPRETATION.—The
terms ‘interpreting’ and ‘interpretation’ mean the
transmission of a spoken, written, or signed message
from one language or format into another, faithfully,

accurately, and objectively.

“(14) LANGUAGE ACCESS.—The term ‘language
access’ means the provision of language services to
an LEP individual or individual with communication
disabilities designed to enhance that individual’s ac-

cess to, understanding of or benefit from health care

or health-care-related services.
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“(15) LANGUAGE OR LANGUAGE ACCESS SERV-

ICES.—The term ‘language or language access serv-
ices’ means provision of health care services directly
in a non-KEnglish language, interpretation, trans-
lation, signage, video recording, and English or non-
English alternative formats.

“(16) LEP.—The term ‘LEP’ means limited-
English proficient.

“(17) LEP RELATED DATA COLLECTION AC-

TIVITIES.—The term ‘LEP related data collection

activities” includes identifying, collecting, storing,
tracking, and analyzing primary language data, and
information on the methods used to meet the lan-
ouage access needs of limited-English-proficient indi-
viduals.

“(18) MEDICARE, MEDICAID, AND SCIITP.—The
terms ‘Medicare’, ‘Medicaid’, and ‘SCHIP’ means
the respective programs under titles XVIII, XIX,|
and XXT of the Social Security Act.

“(19) MINORITY.—

“(A) IN GENERAL.—The terms ‘minority’

and ‘minorities’ refer to individuals from a mi-

nority group.
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“(B) PorurATIONS.—The term ‘minority’,

with respect to populations, refers to racial and

ethnic minority groups.

“(20) MINORITY GROUP.—The term ‘minority
eroup’ has the meaning given the term ‘racial and
ethniec minority group’.

“(21) RACIAL AND ETHNIC MINORITY GROUP.—
The term ‘racial and ethnic minority eroup’ means
American Indians and Alaska Natives, African-
Americans (including Caribbean Blacks, Africans
and other Blacks), Asian-Americans, Hispanics (in-
cluding Latinos), and Native Hawaiians and other
Pacific Islanders.

“(22)  ON-SITE  INTERPRETING/INTERPRETA-
TION.—The term ‘on-site interpreting/interpretation’
means a method of interpreting or interpretation for
which the interpreter is in the physical presence of
the provider of health care or health-care-related
services and the recipient of such services who is
limited in English proficiency or has a communica-
tion impairment such as hearing, vision, or learning.

“(23)  SECRETARY.—The term ‘Secretary’
means the Secretary of Health and Human Services.

“(24) S1GOT TRANSLATION.—The term ‘sight

translation’ means the transmission of a written
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message in one language into a spoken or signed
message in another language, or an alternative for-
mat in English or another language.

“(25) STATE.—The term ‘State’ means each of
the several States, the District of Columbia, the
Commonwealth of Puerto Rico, the Indian tribes,
the United States Virgin Islands, Guam, American
Samoa, and the Commonwealth of the Northern
Mariana Islands.

“(26) TELEPHONIC INTERPRETATION.—The
term ‘telephonic interpretation’ (also known as over
the phone interpretation or OPI) means a method of
interpreting/interpretation for which the interpreter
is not in the physical presence of the provider of
health care or related services and the limited-
English-proficient recipient of such services but is
connected via telephone.

“(27) TRANSLATION.—The term ‘translation’
means the transmission of a written message in one
language into a written or signed message in an-
other language, and includes translation into an-
other language or alternative format, such as large
print font, Braille, audio recording, or CD.

“(28) VIDEO INTERPRETATION.—The term

‘video interpretation” means a method of inter-
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preting/interpretation for which the interpreter is
not in the physical presence of the provider of health
care or related services and the limited-English-pro-
ficient recipient of such services but is connected via
a video hook-up that includes both audio and video
transmission.

“(29) ViTAL DOCUMENT.—The term ‘vital doc-
ument’ includes but is not limited to applications for
covernment programs that provide health care serv-
ices, medical or financial consent forms, financial as-
sistance documents, letters containing important in-
formation regarding patient instructions (such as
prescriptions, referrals to other providers, and dis-
charge plans) and participation in a program (such
as a Medicaid managed care program), notices per-
taining to the reduction, denial, or termination of
services or benefits, notices of the right to appeal
such actions, and notices advising limited-English-
proficient individuals and individuals with commu-
nication disabilities of the availability of free lan-
ouage services, alternative formats, and other out-

reach matenals.
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“SEC. 3401. IMPROVING ACCESS TO SERVICES FOR INDIVID-

UALS WITH LIMITED ENGLISH PROFICIENCY.

“(a) PURPOSE.—As provided in Executive Order

13166, it 1s the purpose of this section—

“(1) to improve Federal agency performance re-
carding access to federally conducted and federally
assisted programs and activities for individuals who
are limited in their English proficiency;

“(2) to require each Federal agency to examine
the services it provides and develop and implement
a system by which limited-English-proficient individ-
uals can obtain cultural competence and meaningful
access to those services consistent with, and without
substantially burdening, the fundamental mission of
the agency;

“(3) to require each Federal agency to ensure
that recipients of Federal financial assistance pro-
vide cultural competence and meaningful access to
their limited-English-proficient applicants and bene-
ficiaries;

“(4) to ensure that recipients of Federal finan-
cial assistance take reasonable steps, consistent with
the guidelines set forth in the Limited English Pro-
ficient Guidance of the Department of Justice (as
issued on June 12, 2002), to ensure cultural com-

petence and meaningful access to their programs
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and activities by limited-English-proficient individ-
uals; and
“(5) to ensure compliance with title VI of the
Civil Rights Act of 1964 and that health care pro-
viders and organizations do not diseriminate in the
provision of services.

“(b) FEDERALLY CONDUCTED PROGRAMS AND Ac-

“(1) IN GENERAL.—Not later than 120 days
after the date of enactment of this title, each Fed-
eral agency that carries out health-care-related ac-
tivities shall prepare a plan to improve access cul-
tural competence to the federally conducted, health-
are-related programs and activities of the agency by
limited-English-proficient individuals. Each Federal
agency must ensure that such plan is fully imple-
mented not later than one year after the date of en-
actment of this Act.

“(2) PLAN REQUIREMENT.—EKach plan under
paragraph (1) shall include—

“(A) the steps the agency will take to en-
sure that limited-English-proficient individuals
have access to the agency’s federally conducted
health care and health-care-related programs

and activities;
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“(B) the policies and procedures for identi-
fying, assessing, and meeting the language
needs and cultural competence needs of its lim-
ited-English-proficient beneficiaries served by
federally conducted programs and activities;

“(C) the steps the agency will take for its
federally conducted programs and activities to
improve cultural competence to provide a range
of language assistance options, notice to lim-
ited-English-proficient individuals of the right
to competent language services, periodic train-
g of staff, monitoring and quality assessment
of the language services and, in appropriate cir-
cumstances, the translation of written mate-
rials;

“(D) the steps the agency will take to en-
sure that applications, forms, and other rel-
evant documents for its federally conducted pro-
orams and activities are competently translated
into the primary language of a limited-English-
proficient client where such materials are need-
ed to improve access to federally conducted and
federally assisted programs and activities for

such a limited-English-proficient individual; and
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“(E) the resources the agency will provide
to improve cultural competence to assist recipi-
ents of Kederal funds to improve access to
health care or health-care-related programs and
activities for limited-English-proficient individ-
uals.

Each agency shall send a copy of such plan to the
Department of Justice, which shall serve as the cen-
tral repository of the Agency’s plans.

“(¢) FEDERALLY ASSISTED PROGRAMS AND ACTIVI-

“(1) IN GENERAL.—Not later than 120 days
after the date of enactment of this title, each Fed-
eral agency providing health-care-related Federal fi-
nancial assistance shall ensure that the guidance for
recipients of Federal financial assistance developed
by the agency to ensure compliance with title VI of
the Civil Rights Act of 1964 (42 U.S.C. 2000d et
seq.) 1s specifically tailored to the recipients of such
assistance. Hach agency shall send a copy of such
ouidance to the Department of Justice which shall
serve as the central repository of the Agency’s plans.
After approval by the Department of Justice, each
agency shall publish its guidance document in the

Federal Register for public comment.
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“(2)  REQUIREMENTS.

The  agency-specific
cuidance developed under paragraph (1) shall take
into account the types of health care services pro-
vided by the recipients, the individuals served by the
recipients, and other factors set out in such stand-
ards.

“(3) EXISTING GUIDANCES.

A Federal agency
that has developed a guidance for purposes of title
VI of the Civil Rights Act of 1964 shall examine
such existing guidance, as well as the programs and
activities to which such guidance applies, to deter-
mine 1f modification of such guidance is necessary to
comply with this subsection.

“(4) ConsunLTATION.—Each Federal agency
shall consult with the Department of Justice in es-

tablishing the guidances under this subsection.

“(d) CONSULTATIONS.

“(1) IN GENERAL.—In carrying out this sec-
tion, each Federal agency that carriers out health
care and health-care-related activities shall ensure
that stakeholders, such as limited-English-proficient
individuals and their representative organizations,
recipients of Federal assistance, and other appro-

priate individuals or entities, have an adequate op-
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portunity to provide input with respect to the actions

of the agency.

“(2) EvanuaTioN.—Each Federal agency de-
seribed in paragraph (1) shall evaluate the—

“(A) particular needs of the limited-
English-proficient individuals served by the
agency;

“(B) particular needs of the limited-
English-proficient individuals served by the
agency’s recipients of Federal financial assist-
ance; and

“(C) burdens of compliance with the agen-
cy guidance and this section for the agency and
its recipients.

“SEC. 3402. NATIONAL STANDARDS FOR CULTURALLY AND
LINGUISTICALLY APPROPRIATE SERVICES IN
HEALTH CARE.

“Recipients of Federal financial assistance from the
Secretary shall, to the extent reasonable and practicable
after applying the 4-factor analysis described in title V
of the Guidance to Federal Financial Assistance Recipi-
ents Regarding Title VI Prohibition Against National Ori-
ein Discerimination Affecting Limited-English Proficient

Persons (June 12, 2002)—
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“(1) implement strategies to recruit, retain, and
promote individuals at all levels of the organization
to maintain a diverse staff and leadership that can
provide culturally and linguistically appropriate
health care to patient populations of the service area
of the organization;

“(2) ensure that staff at all levels and across all
disciplines of the organization receive ongoing edu-
cation and training in culturally and linguistically
appropriate service delivery;

“(3) offer and provide language assistance serv-
ices, Including trained bilingual staff and interpreter
services, at no cost to each patient with limited-
English proficiency at all points of contact, in a
timely manner during all hours of operation;

“(4) notify patients, in a culturally appropriate
manner, of their right to receive language assistance
services in their primary language;

“(5) ensure the competence of language assist-
ance provided to limited-English-proficient patients
by interpreters and bilingual staff, and ensure that
family, particularly minor children, and friends are
not used to provide interpretation services—

“(A) except in case of emergency; or
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“(B) except on request of the patient, who
has been informed in his or her preferred lan-
ouage of the availability of free interpretation
services;

“(6) make available easily understood patient-
related materials, 1f such materials exist for non-lim-
ited-English-proficient patients, including informa-
tion or notices about termination of benefits and
post signage in the languages of the commonly en-
countered groups or groups represented in the serv-
ice area of the organization;

“(7) develop and implement clear goals, poli-
cies, operational plans, and management account-
ability and oversight mechanisms to provide cul-
turally and hinguistically appropriate services;

“(8) eonduct initial and ongoing organizational
assessments of culturally and linguistically appro-
priate services-related activities and integrate valid
linguistie, competence-related measures into the in-
ternal audits, performance improvement programs,
patient satisfaction assessments, and outcomes-based
evaluations of the organization;

“(9) ensure that, consistent with the privacy
protections provided for under the regulations pro-

mulgated under section 264(¢) of the Health Insur-

*HR 2954 TH



68
ance Portability and Accountability Act of 1996 (42

U.S.C. 1320d-2 note)—

“(A) data on the individual patient’s race,
ethnicity, primary language, alternative format
preferences, and policy modification needs are
collected n health records, integrated into the
organization’s management information sys-
tems, and periodically updated; and

“(B) if the patient is a minor or is inca-
pacitated, the primary language of the parent
or legal guardian is collected;

“(10) maintain a current demographic, cultural,
and epidemiological profile of the community as well
as a needs assessment to accurately plan for and im-
plement services that respond to the cultural and
linguistic characteristics of the service area of the
organization;

“(11) develop participatory, collaborative part-
nerships with communities and utilize a variety of
formal and informal mechanisms to facilitate com-
munity and patient involvement in designing and im-
plementing culturally and linguistically appropriate
services-related activities;

“(12) ensure that conflict and grievance resolu-

tion processes are culturally and linguistically sen-
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sitive and capable of identifying, preventing, and re-

solving cross-cultural conflicts or complaints by pa-

tients;

“(13) regularly make available to the public in-
formation about their progress and successful inno-
vations in implementing the standards under this
section and provide public notice in their commu-
nities about the availability of this information; and

“(14) if requested, regularly make available to
the head of each Federal entity from which Federal
funds are received, information about their progress
and successful innovations in implementing the
standards under this section as required by the head
of such entity.

“SEC. 3403. ROBERT T. MATSUI CENTER FOR CULTURAL
AND LINGUISTIC COMPETENCE IN HEALTH
CARE.

“(a)  ESTABLISHMENT.—The  Secretary, acting
through the Director of the Agency for IHealthcare Re-
search and Quality, shall establish and support a center
to be known as the ‘Robert T. Matsui Center for Cultural
and Linguistic Competence in Health Care’ (referred to
in this section as the ‘Center’) to carry out the following

activities:
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“(1) INTERPRETATION SERVICES.—The Center
shall provide resources via the Internet to identify
and link health care providers to competent inter-

preter and translation services.

O o0 9 AN U B~ W
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24
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“(2) TRANSLATION OF WRITTEN MATERIAL.—

“(A) The Center shall provide, directly or
through contract, vital documents from com-
petent translation services for providers of
health care and health-care-related services at
no cost to such providers. Materials may be
submitted for translation into non-English lan-
ouages. Translation services shall be provided
in a timely and reasonable manner and in ac-
cordance with the guidelines and standards set
forth in subsection (¢) when such standards be-
come available. The quality of such translation
services shall be monitored and reported pub-
licly.

“(B) For each form developed or revised
by the Secretary that will be used by LEP indi-
viduals in health care or health-care-related set-
tings, the Center shall translate the form, at a
minimum, into the top 15 non-English lan-
cuages in the United States according to the

most recent data from the American Commu-
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1 nity Survey or its replacement. The translation
2 must be completed within 45 days of the Sec-
3 retary receiving final approval of the form from
4 the Office of Management and Budget.

5 “(3) TOLL-FREE CUSTOMER SERVICE TELE-

6 PHONE NUMBER.—The Center shall provide,

7 through a toll-free number, a customer service line

8 for LEP individuals—

9 “(A) to obtain information about federally
10 conducted or funded health programs, including
11 Medicare, Medicaid, and SCHIP;

12 “(B) to obtain assistance with applying for
13 or accessing these programs and understanding
14 Federal notices written in English; and

15 “(C) to learn how to access language serv-
16 ices.

17 “(4) HEALTH  INFORMATION  CLEARING-
18 HOUSE.—

19 “(A) IN GENERAL.—The Center shall de-
20 velop and maintain an information clearing-
21 house to facilitate the provision of language
22 services by providers of health care and health-
23 care-related services to reduce medical errors,
24 improve medical outcomes, to improve cultural
25 competence, reduce health care costs caused by
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miscommunication with individuals with lim-
ited-English proficiency, and reduce or elimi-
nate the duplication of effort to translate mate-
rials. The clearinghouse shall make such infor-
mation available on the Internet and in print.
Such information shall include the information
described in the succeeding provisions of this
paragraph.

“(B) DOCUMENT TEMPLATES.—The Cen-
ter shall collect and evaluate for accuracy, de-
velop, and make available templates for stand-
ard documents that are necessary for patients
and consumers to access and make educated de-
cisions about their health care, including the
following:

“(1) Administrative and legal docu-
ments, including—
“(I) intake forms;
“(IT) Medicare, Medicaid, and
SCHIP forms, including eligibility in-
formation;
“(IT) forms informing patient of

HIPAA compliance and consent; and
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“(IV) documents concerning in-
formed consent, advanced directives,
and waivers of rights.

“(11) Clinical information, such as how
to take medications, how to prevent trans-
mission of a contagious disease, and other
prevention and treatment instructions.

“(i11) Public health, patient education,
and outreach materials, such as immuniza-
tion notices, health warnings, or screening
notices.

“(iv) Additional health or health-care-
related materials as determined appro-
priate by the Director of the Center.

“(C) STRUCTURE OF FORMS.—The oper-

ating the clearinghouse, the Center shall—

*HR 2954 TH

“(1) ensure that the documents posted
in English and non-English languages are
culturally appropriate;

“(11) allow public review of the docu-
ments before dissemination in order to en-
sure that the documents are understand-
able and culturally appropriate for the tar-

oet populations;
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“(1) allow health care providers to
customize the documents for their use;

“(iv) facilitate access to these docu-
ments;

“(v) provide technical assistance with
respect to the access and use of such infor-
mation; and

“(vi) carry out any other activities the
Secretary determines to be useful to fulfill
the purposes of the clearinghouse.

“(D)  LANGUAGE  ASSISTANCE  PRO-

GRAMS.

The Center shall provide for the col-
lection and dissemination of information on cur-
rent examples of language assistance programs
and strategies to improve language services for
LEP individuals, including case studies using
de-identified patient information, program sum-
maries, and program evaluations.

“(E) CULTURAL AND LINGUISTIC COM-

PETENCE MATERIALS.

The Center shall pro-
vide information relating to culturally and lin-
ouistically competent health care for minority
populations residing in the United States to all

health care providers and health-care-related
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services at no cost. Such information shall in-

clude—

“(i) tenets of culturally and linguis-
tically competent care;

“(1) cultural and linguistic com-
petence self-assessment tools;

“(1) cultural and linguistic com-
petence training tools;

“(iv) strategic plans to increase cul-
tural and linguistic competence in different
types of providers of health care and
health-care-related services, including re-
gional collaborations among health care or-
canizations; and

“(v) cultural and linguistic com-
petence information for educators, practi-
tioners, and researchers.

“(F) INFORMATION ABOUT PROGRESS.—

The Center shall regularly collect and make

publicly available information about the

progress of entities receiving grants under sec-

tion 3404 regarding successful innovations in

implementing the obligations under this sub-

section and provide public notice in the entities’
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communities about the availability of this infor-
mation;

“(b) DIRECTOR.—The Center shall be headed by a
Director who shall be appointed by, and who shall report
to, the Director of the Agency for Healthcare Research
and Quality.

“(¢) INTERPRETATION AND TRANSLATION GUIDE-

LINES AND STANDARDS.—The Center shall convene a

working group to develop and adopt interpretation and
translation quality euidelines and standards for use by the
Center. The guidelines and standards must be sufficient
to ensure that LEP individuals have the equal opportunity
to benefit from health care services to the same extent
as non-LEP individuals. The guidelines and standards
shall address the training, assessment, and certification of
individuals to provide competent interpreter and trans-
lator services to work in health care and health-care-re-
lated settings and of bilingual staff who provide services
directly in non-English languages. The working group may
develop different guidelines and standards for bilingual
staff, interpreters, and translators.

“(d) MEMBERSHIP.—

“(1) QUALIFICATIONS.—The Working Group

shall consist of 14 members as follows:
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1 “(A) Four members from organizations
2 that advocate on behalf of LEP individuals.

3 “(B) One member who represents a profes-
4 sional interpreter association (that is not the
5 National Council on Interpreting in Health
6 Care) or translator association.

7 “(C) One member from a nonprofit com-
8 munity-based organization that provides lan-
9 ouage services.

10 “(D) Three members recommended by the
11 National Council on Interpreting in Health
12 Care, including one who individual who is a
13 professional interpreter.

14 “(E) Four members who are health care or
15 mental health providers or represent health care
16 provider associations, including one individual
17 who represents a health care practice of fewer
18 than 5 clinicians.

19 “(F) One member who works in or has ex-
20 tensive knowledge of issues related to health
21 care risk management.
22 “(2)  GEOGRAPHIC  REPRESENTATION.—The
23 membership of the Working Group shall reflect a
24 broad geographic representation including both
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urban and rural representatives, including represent-

atives of the United States territories.

“(3) PROHIBITED APPOINTMENTS.—Members
of the Working Group shall not include Members of
Jongress or other elected Kederal, State, or local

eovernment officials.

“(4) VACANCIES.—Any vacancies in the Work-
ing Group shall not affect the power and duties of
the Working Group but shall be filled in the same

manner as the original appointment.

“(5) SUBCOMMITTEES.—The Working Group
may establish subcommittees if doing so increases
the efficiency of the Working Group in completing
its tasks, including subcommittees to develop dif-
ferent guidelines and standards for interpreters,
translators, and bilingual staff.

“(6) ADVISORY PANEL TO THE WORKING
FROUP.—The Working Group shall consult with the
Advisory Panel in the development of the guidelines
and standards. The Advisory Panel shall include—

“(A) representatives from the American

Translators Association, Association of Lan-

guage Companies, the National Center for

State Courts, and States which have developed

interpreter standards such as California, Mas-
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sachusetts, and Oregon who have experience in
the development or implementation of their or-
canizations’ interpreter and translator certifi-
cation programs;

“(B) Federal agencies including the Office
for Civil Rights, the Office of Minority Health,
the Centers for Medicare & Medicaid Services,
and the National Institute on Minority Health
and Health Disparities; and

“(C) other individuals or entities deter-
mined appropriate by the Secretary who have
specific expertise that will be useful to the
Working Group.

“(7) PUBLICATION.—

“(A) DRAFT STANDARDS.—Not later than
18 months after the date of enactment of this
title, the Working Group shall—

“(1) prepare and make available to the
public through the Internet, the Federal
Register, and other appropriate public
channels, a proposed set of interpretation
and translation guidelines and standards
for training, assessment, and certification;

and
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“(i1) accept public comment on such
cuidelines and standards for a period of
not less than 90 days.

“(B) FINAL STANDARDS.—Not later than
120 days after the expiration of the public com-
ment period described in subparagraph (A), the
Director of the Agency for Healthcare Research
and Quality shall publish, after consultation
with and the approval of the Working Group,
final guidelines and standards in the Federal
Register and on the Internet.

“(C) TESTING DEVELOPMENT.—Not later
than 120 days after the publication of the final
recommendations described in  subparagraph
(B), the Director of the Agency for Healthcare
Research and Quality shall, if deemed necessary
by the Working Group, enter into a contract
with an entity experienced in the development
of designing certification tests in language re-
lated fields to develop such tests as may be nec-
essary to implement the guidelines and stand-
ards.

“(D) PILoT PROJECT.—

“(1) Not later than 120 days after

completion of the test development de-
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seribed in subparagraph (C) or after publi-

cation of the final guidelines and stand-
ards, whichever is later, the Secretary shall
design, fund, and implement a pilot project
in up to 50 geographically and demo-
eraphically diverse sites, two of which must
be in the United States territories, to test
and evaluate implementation of the rec-
ommendations.

“(11) The Secretary shall consult with
the Working Group and the Advisory
Panel in development of the pilot project
and report progress to the Working Group
on an ongoing basis.

“(i1i1)) The pilot project shall include
interpreters and translators working with
various provider types, including small
oroup practices, hospitals, mental health
and substance use clinics, and community
health clinics, and shall include broad geo-
oraphic  representation including both
urban and rural representatives.

“(iv) The pilot project shall operate
for not less than 2 nor more than 4 years,

as determined by the Secretary.
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“(v) If the Working Group determines
that any revisions to guidelines and stand-
ards are necessary as a result of the pilot
project, it shall revise such guidelines and
standards and the Director of the Agency
for Healthcare Research and Quality shall
publish the revisions in the Federal Reg-
ister for notice and comment. Not later
than 120 days after the expiration of the
public comment period on such revisions,
the Director of the Agency for Healthcare
Research and Quality shall publish, after
consultation with and the approval of the
Working Group, final revisions to the
ouidelines and standards in the KFederal
Register and on the Internet.

“(8) ADMINISTRATION.—

“(A) CHAIRPERSON.—Not later than 15
days after the date on which all members of the
Working Group have been appointed under sub-
section (d), the Working Group shall designate
its chairperson.

“(B) COMPENSATION.—While serving on
the business of the Working Group (including

travel time), a member of the Working Group
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or the Advisory Panel shall be entitled to com-
pensation at the per diem equivalent of the rate
provided for level IV of the Executive Schedule
under section 5315 of title 5, United States
Code, and while so serving away from home and
the member’s regular place of business, a mem-
ber may be allowed travel expenses, as author-
ized by the chairperson of the Working Group.
For purposes of pay and employment benefits,
rights, and privileges, all personnel of the
Working Group shall be treated as if they were
employees of the House of Representatives.

“(C) INFORMATION FROM FEDERAL AGEN-

CIES.—The Working Group may secure directly
from any Federal department or agency such
information as the Working Group considers
necessary to carry out this section. Upon re-
quest of the Working Group, the head of such
department or agency shall furnish such infor-
mation. Any information that contains individ-
ually identifiable information received by the
Working Group shall not be disseminated or

disclosed outside of the Working Group and

shall not be used except by the Working Group.
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“(D) DETAIL.—Not more than 10 Federal

Government employees employed by the Depart-
ment of Health and Human Services may be
detailed to staff the Working Group under this
section without further reimbursement. Any de-
tail of an employee shall be without interruption
or loss of civil service status or privilege.

“(E) TEMPORARY AND INTERMITTENT
SERVICES.—The Working Group may procure
temporary and intermittent services under sec-
tion 3109(b) of title 5, United States Code, at
rates for individuals which do not exceed the
daily equivalent of the annual rate of basic