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SUBCHAPTER VII—AGENCY FOR 
HEALTHCARE RESEARCH AND QUALITY 

PRIOR PROVISIONS 

A prior subchapter VII, related to the Agency for 
Health Care Policy and Research and consisted of sec-
tions 299 to 299c–6, prior to the general amendment of 
this subchapter by Pub. L. 106–129, § 2(a), Dec. 6, 1999, 113 
Stat. 1653. 

Another prior subchapter VII, related to education, 
research, training, and demonstrations in heart dis-
ease, cancer, stroke, and related diseases and consisted 
of sections 299 to 299j, prior to repeal by Pub. L. 99–117, 
§ 12(d), Oct. 7, 1985, 99 Stat. 495. 

PART A—ESTABLISHMENT AND GENERAL DUTIES 

§ 299. Mission and duties 

(a) In general 

There is established within the Public Health 
Service an agency to be known as the Agency 
for Healthcare Research and Quality, which 
shall be headed by a director appointed by the 
Secretary. The Secretary shall carry out this 
subchapter acting through the Director. 

(b) Mission 

The purpose of the Agency is to enhance the 
quality, appropriateness, and effectiveness of 
health services, and access to such services, 
through the establishment of a broad base of sci-
entific research and through the promotion of 
improvements in clinical and health system 
practices, including the prevention of diseases 
and other health conditions. The Agency shall 
promote health care quality improvement by 
conducting and supporting— 

(1) research that develops and presents sci-
entific evidence regarding all aspects of health 
care, including— 

(A) the development and assessment of 
methods for enhancing patient participation 
in their own care and for facilitating shared 
patient-physician decision-making; 

(B) the outcomes, effectiveness, and cost- 
effectiveness of health care practices, in-
cluding preventive measures and long-term 
care; 

(C) existing and innovative technologies; 
(D) the costs and utilization of, and access 

to health care; 
(E) the ways in which health care services 

are organized, delivered, and financed and 
the interaction and impact of these factors 
on the quality of patient care; 

(F) methods for measuring quality and 
strategies for improving quality; and 

(G) ways in which patients, consumers, 
purchasers, and practitioners acquire new 
information about best practices and health 
benefits, the determinants and impact of 
their use of this information; 

(2) the synthesis and dissemination of avail-
able scientific evidence for use by patients, 
consumers, practitioners, providers, pur-
chasers, policy makers, and educators; and 

(3) initiatives to advance private and public 
efforts to improve health care quality. 

(c) Requirements with respect to rural and 
inner-city areas and priority populations 

(1) Research, evaluations and demonstration 
projects 

In carrying out this subchapter, the Director 
shall conduct and support research and eval-
uations, and support demonstration projects, 
with respect to— 

(A) the delivery of health care in inner- 
city areas, and in rural areas (including 
frontier areas); and 

(B) health care for priority populations, 
which shall include— 

(i) low-income groups; 
(ii) minority groups; 
(iii) women; 
(iv) children; 
(v) the elderly; and 
(vi) individuals with special health care 

needs, including individuals with disabil-
ities and individuals who need chronic care 
or end-of-life health care. 

(2) Process to ensure appropriate research 

The Director shall establish a process to en-
sure that the requirements of paragraph (1) 
are reflected in the overall portfolio of re-
search conducted and supported by the Agen-
cy. 

(3) Office of Priority Populations 

The Director shall establish an Office of Pri-
ority Populations to assist in carrying out the 
requirements of paragraph (1). 

(July 1, 1944, ch. 373, title IX, § 901, as added Pub. 
L. 106–129, § 2(a), Dec. 6, 1999, 113 Stat. 1653.) 

PRIOR PROVISIONS 

A prior section 299, act July 1, 1944, ch. 373, title IX, 
§ 901, as added Pub. L. 101–239, title VI, § 6103(a), Dec. 19, 
1989, 103 Stat. 2189; amended Pub. L. 102–410, § 2(a), Oct. 
13, 1992, 106 Stat. 2094, established the Agency for 
Health Care Policy and Research, prior to the general 
amendment of this subchapter by Pub. L. 106–129. 

Another prior section 299, act July 1, 1944, ch. 373, 
title IX, § 900, as added Oct. 6, 1965, Pub. L. 89–239, § 2, 
79 Stat. 926; amended Oct. 30, 1970, Pub. L. 91–515, title 
I, § 102, 84 Stat. 1297, set forth Congressional declaration 
of purpose of this subchapter to encourage and assist 
regional cooperative arrangements among medical 
schools, research institutions, and hospitals for re-
search, training and medical data exchange, and to im-
prove quality and capacity of health manpower and fa-
cilities available throughout the nation, prior to repeal 
by Pub. L. 99–117, § 12(d), Oct. 7, 1985, 99 Stat. 495. 

A prior section 901 of act July 1, 1944, was classified 
to section 299a of this title prior to repeal by Pub. L. 
99–117. 

CONSTRUCTION 

Pub. L. 106–129, § 2(b), Dec. 6, 1999, 113 Stat. 1670, pro-
vided that: 

‘‘(1) IN GENERAL.—Section 901(a) of the Public Health 
Service Act [subsec. (a) of this section] (as added by 
subsection (a) of this section) applies as a redesignation 
of the agency that carried out title IX of such Act [this 
subchapter] on the day before the date of the enact-
ment of this Act [Dec. 6, 1999], and not as the termi-
nation of such agency and the establishment of a dif-
ferent agency. The amendment made by subsection (a) 
of this section [enacting this subchapter] does not af-
fect appointments of the personnel of such agency who 
were employed at the agency on the day before such 
date, including the appointments of members of advi-
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sory councils or study sections of the agency who were 
serving on the day before such date of enactment. 

‘‘(2) REFERENCES.—Any reference in law to the Agen-
cy for Health Care Policy and Research is deemed to be 
a reference to the Agency for Healthcare Research and 
Quality, and any reference in law to the Administrator 
for Health Care Policy and Research is deemed to be a 
reference to the Director of the Agency for Healthcare 
Research and Quality.’’ 

TRANSITIONAL AND SAVINGS PROVISIONS 

Section 6103(f) of Pub. L. 101–239 provided that person-
nel of the Department of Health and Human Services 
employed, and Department assets used in connection 
with Department functions, on Dec. 19, 1989, be trans-
ferred to the Administrator for Health Care Policy and 
Research for appropriate allocation, and provided that 
orders, rules, regulations, grants, contracts, certifi-
cates, licenses, privileges, and other determinations, 
actions, or official documents would continue in effect 
according to their terms unless changed pursuant to 
law. 

IOM STUDY ON DRUG SAFETY AND QUALITY 

Pub. L. 108–173, title I, § 107(c), Dec. 8, 2003, 117 Stat. 
2170, provided that: 

‘‘(1) IN GENERAL.—The Secretary [of Health and 
Human Services] shall enter into a contract with the 
Institutes of Medicine of the National Academies of 
Science (such Institutes referred to in this subsection 
as the ‘IOM’) to carry out a comprehensive study (in 
this subsection referred to as the ‘study’) of drug safety 
and quality issues in order to provide a blueprint for 
system-wide change. 

‘‘(2) OBJECTIVES.— 
‘‘(A) The study shall develop a full understanding of 

drug safety and quality issues through an evidence- 
based review of literature, case studies, and analysis. 
This review will consider the nature and causes of 
medication errors, their impact on patients, the dif-
ferences in causation, impact, and prevention across 
multiple dimensions of health care delivery-including 
patient populations, care settings, clinicians, and in-
stitutional cultures. 

‘‘(B) The study shall attempt to develop credible es-
timates of the incidence, severity, costs of medica-
tion errors that can be useful in prioritizing re-
sources for national quality improvement efforts and 
influencing national health care policy. 

‘‘(C) The study shall evaluate alternative ap-
proaches to reducing medication errors in terms of 
their efficacy, cost-effectiveness, appropriateness in 
different settings and circumstances, feasibility, in-
stitutional barriers to implementation, associated 
risks, and the quality of evidence supporting the ap-
proach. 

‘‘(D) The study shall provide guidance to consum-
ers, providers, payers, and other key stakeholders on 
high-priority strategies to achieve both short-term 
and long-term drug safety goals, to elucidate the 
goals and expected results of such initiatives and sup-
port the business case for them, and to identify criti-
cal success factors and key levers for achieving suc-
cess. 

‘‘(E) The study shall assess the opportunities and 
key impediments to broad nationwide implementa-
tion of medication error reductions, and to provide 
guidance to policy-makers and government agencies 
(including the Food and Drug Administration, the 
Centers for Medicare & Medicaid Services, and the 
National Institutes of Health) in promoting a na-
tional agenda for medication error reduction. 

‘‘(F) The study shall develop an applied research 
agenda to evaluate the health and cost impacts of al-
ternative interventions, and to assess collaborative 
public and private strategies for implementing the 
research agenda through AHRQ and other govern-
ment agencies. 
‘‘(3) CONDUCT OF STUDY.— 

‘‘(A) EXPERT COMMITTEE.—In conducting the study, 
the IOM shall convene a committee of leading experts 
and key stakeholders in pharmaceutical management 
and drug safety, including clinicians, health services 
researchers, pharmacists, system administrators, 
payer representatives, and others. 

‘‘(B) COMPLETION.—The study shall be completed 
within an 18-month period. 
‘‘(4) REPORT.—A report on the study shall be submit-

ted to Congress upon the completion of the study. 
‘‘(5) AUTHORIZATION OF APPROPRIATIONS.—There are 

authorized to be appropriated to carry out this section 
such sums as may be necessary.’’ 

HEALTH CARE THAT WORKS FOR ALL AMERICANS: 
CITIZENS HEALTH CARE WORKING GROUP 

Pub. L. 108–173, title X, § 1014, Dec. 8, 2003, 117 Stat. 
2441, directed the Secretary of Health and Human Serv-
ices to establish the Citizens’ Health Care Working 
Group, composed of the Secretary and 14 other mem-
bers, which was to hold hearings to examine various 
public and private health care coverage issues, make 
final recommendations to the President and Congress, 
and terminate 2 years after the members were chosen 
(Feb. 28, 2005) and appropriations were first made avail-
able. 

EXECUTIVE ORDER NO. 13017 

Ex. Ord. No. 13017, Sept. 5, 1996, 61 F.R. 47659, as 
amended by Ex. Ord. No. 13040, Mar. 25, 1997, 62 F.R. 
14773; Ex. Ord. No. 13056, July 21, 1997, 62 F.R. 39415, 
which established the Advisory Commission on Con-
sumer Protection and Quality in the Health Care Indus-
try, was revoked by Ex. Ord. No. 13138, § 3(a), Sept. 30, 
1999, 64 F.R. 53880, formerly set out as a note under sec-
tion 14 of the Federal Advisory Committee Act in the 
Appendix to Title 5, Government Organization and Em-
ployees. 

§ 299a. General authorities 

(a) In general 

In carrying out section 299(b) of this title, the 
Director shall conduct and support research, 
evaluations, and training, support demonstra-
tion projects, research networks, and multidisci-
plinary centers, provide technical assistance, 
and disseminate information on health care and 
on systems for the delivery of such care, includ-
ing activities with respect to— 

(1) the quality, effectiveness, efficiency, ap-
propriateness and value of health care serv-
ices; 

(2) quality measurement and improvement; 
(3) the outcomes, cost, cost-effectiveness, 

and use of health care services and access to 
such services; 

(4) clinical practice, including primary care 
and practice-oriented research; 

(5) health care technologies, facilities, and 
equipment; 

(6) health care costs, productivity, organiza-
tion, and market forces; 

(7) health promotion and disease prevention, 
including clinical preventive services; 

(8) health statistics, surveys, database devel-
opment, and epidemiology; and 

(9) medical liability. 

(b) Health services training grants 

(1) In general 

The Director may provide training grants in 
the field of health services research related to 
activities authorized under subsection (a) of 
this section, to include pre- and post-doctoral 
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fellowships and training programs, young in-
vestigator awards, and other programs and ac-
tivities as appropriate. In carrying out this 
subsection, the Director shall make use of 
funds made available under section 288(d)(3) of 
this title as well as other appropriated funds. 

(2) Requirements 

In developing priorities for the allocation of 
training funds under this subsection, the Di-
rector shall take into consideration shortages 
in the number of trained researchers who are 
addressing health care issues for the priority 
populations identified in section 299(c)(1)(B) of 
this title and in addition, shall take into con-
sideration indications of long-term commit-
ment, amongst applicants for training funds, 
to addressing health care needs of the priority 
populations. 

(c) Multidisciplinary centers 

The Director may provide financial assistance 
to assist in meeting the costs of planning and 
establishing new centers, and operating existing 
and new centers, for multidisciplinary health 
services research, demonstration projects, eval-
uations, training, and policy analysis with re-
spect to the matters referred to in subsection (a) 
of this section. 

(d) Relation to certain authorities regarding so-
cial security 

Activities authorized in this section shall be 
appropriately coordinated with experiments, 
demonstration projects, and other related ac-
tivities authorized by the Social Security Act 
[42 U.S.C. 301 et seq.] and the Social Security 
Amendments of 1967. Activities under subsection 
(a)(2) of this section that affect the programs 
under titles XVIII, XIX and XXI of the Social 
Security Act [42 U.S.C. 1395 et seq., 1396 et seq., 
1397aa et seq.] shall be carried out consistent 
with section 1142 of such Act [42 U.S.C. 1320b–12]. 

(e) Disclaimer 

The Agency shall not mandate national stand-
ards of clinical practice or quality health care 
standards. Recommendations resulting from 
projects funded and published by the Agency 
shall include a corresponding disclaimer. 

(f) Rule of construction 

Nothing in this section shall be construed to 
imply that the Agency’s role is to mandate a na-
tional standard or specific approach to quality 
measurement and reporting. In research and 
quality improvement activities, the Agency 
shall consider a wide range of choices, providers, 
health care delivery systems, and individual 
preferences. 

(July 1, 1944, ch. 373, title IX, § 902, as added Pub. 
L. 106–129, § 2(a), Dec. 6, 1999, 113 Stat. 1654; 
amended Pub. L. 106–525, title II, § 201(a)(1), Nov. 
22, 2000, 114 Stat. 2505.) 

REFERENCES IN TEXT 

The Social Security Act, referred to in subsec. (d), is 
act Aug. 14, 1935, ch. 531, 49 Stat. 620, as amended, which 
is classified generally to chapter 7 (§ 301 et seq.) of this 
title. Titles XVIII, XIX, and XXI of the Act are classi-
fied generally to subchapters XVIII (§ 1395 et seq.), XIX 
(§ 1396 et seq.), and XXI (§ 1397aa et seq.) of chapter 7 of 
this title. For complete classification of this Act to the 
Code, see section 1305 of this title and Tables. 

The Social Security Amendments of 1967, referred to 
in subsec. (d), is Pub. L. 90–248, Jan. 2, 1968, 81 Stat. 821, 
as amended. For complete classification of this Act to 
the Code, see Short Title of 1968 Amendment note set 
out under section 1305 of this title and Tables. 

PRIOR PROVISIONS 

A prior section 299a, act July 1, 1944, ch. 373, title IX, 
§ 902, as added Pub. L. 101–239, title VI, § 6103(a), Dec. 19, 
1989, 103 Stat. 2189; amended Pub. L. 101–639, § 3(d), Nov. 
28, 1990, 104 Stat. 4603; Pub. L. 102–410, § 2(b), Oct. 13, 
1992, 106 Stat. 2094, required Administrator to conduct 
and support research, demonstration projects, evalua-
tions, training, guideline development, and dissemina-
tion of information on health care services and on sys-
tems for delivery of such services, prior to the general 
amendment of this subchapter by Pub. L. 106–129. 

Another prior section 299a, act July 1, 1944, ch. 373, 
title IX, § 901, as added Oct. 6, 1965, Pub. L. 89–239, § 2, 
79 Stat. 926; amended Oct. 15, 1968, Pub. L. 90–574, title 
I, §§ 101, 102, 107, 82 Stat. 1005, 1006; June 30, 1970, Pub. 
L. 91–296, title IV, § 401(b)(1)(F), 84 Stat. 352; Oct. 30, 
1970, Pub. L. 91–515, title I, § 103, 84 Stat. 1298; June 18, 
1973, Pub. L. 93–45, title I, § 110, 87 Stat. 93, authorized 
appropriations for grants and contracts to carry out 
purposes of this subchapter and set forth extent of and 
limitations on grants, prior to repeal by Pub. L. 99–117, 
§ 12(d), Oct. 7, 1985, 99 Stat. 495. 

A prior section 902 of act July 1, 1944, was classified 
to section 299b of this title prior to repeal by Pub. L. 
99–117. 

AMENDMENTS 

2000—Subsec. (g). Pub. L. 106–525 struck out heading 
and text of subsec. (g). Text read as follows: ‘‘Beginning 
with fiscal year 2003, the Director shall annually sub-
mit to the Congress a report regarding prevailing dis-
parities in health care delivery as it relates to racial 
factors and socioeconomic factors in priority popu-
lations.’’ 

REDUCING ADMINISTRATIVE HEALTH CARE COSTS 

Pub. L. 103–43, title XIX, § 1909, June 10, 1993, 107 Stat. 
205, as amended by Pub. L. 106–129, § 2(b)(2), Dec. 6, 1999, 
113 Stat. 1670; Pub. L. 108–173, title IX, § 900(e)(6)(F), 
Dec. 8, 2003, 117 Stat. 2374, provided that: ‘‘The Sec-
retary of Health and Human Services, acting through 
the Agency for Healthcare Research and Quality and, 
to the extent possible, in consultation with the Centers 
for Medicare & Medicaid Services, may fund research to 
develop a text-based standardized billing process, 
through the utilization of text-based information re-
trieval and natural language processing techniques ap-
plied to automatic coding and analysis of textual pa-
tient discharge summaries and other text-based elec-
tronic medical records, within a parallel general pur-
pose (shared memory) high performance computing en-
vironment. The Secretary shall determine whether 
such a standardized approach to medical billing, 
through the utilization of the text-based hospital dis-
charge summary as well as electronic patient records 
can reduce the administrative billing costs of health 
care delivery.’’ 

§ 299a–1. Research on health disparities 

(a) In general 

The Director shall— 
(1) conduct and support research to identify 

populations for which there is a significant 
disparity in the quality, outcomes, cost, or use 
of health care services or access to and satis-
faction with such services, as compared to the 
general population; 

(2) conduct and support research on the 
causes of and barriers to reducing the health 
disparities identified in paragraph (1), taking 
into account such factors as socioeconomic 
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status, attitudes toward health, the language 
spoken, the extent of formal education, the 
area or community in which the population 
resides, and other factors the Director deter-
mines to be appropriate; 

(3) conduct and support research and support 
demonstration projects to identify, test, and 
evaluate strategies for reducing or eliminating 
health disparities, including development or 
identification of effective service delivery 
models, and disseminate effective strategies 
and models; 

(4) develop measures and tools for the assess-
ment and improvement of the outcomes, qual-
ity, and appropriateness of health care serv-
ices provided to health disparity populations; 

(5) in carrying out section 299a(c) of this 
title, provide support to increase the number 
of researchers who are members of health dis-
parity populations, and the health services re-
search capacity of institutions that train such 
researchers; and 

(6) beginning with fiscal year 2003, annually 
submit to the Congress a report regarding pre-
vailing disparities in health care delivery as it 
relates to racial factors and socioeconomic 
factors in priority populations. 

(b) Research and demonstration projects 

(1) In general 

In carrying out subsection (a) of this sec-
tion, the Director shall conduct and support 
research and support demonstrations to— 

(A) identify the clinical, cultural, socio-
economic, geographic, and organizational 
factors that contribute to health disparities, 
including minority health disparity popu-
lations, which research shall include behav-
ioral research, such as examination of pat-
terns of clinical decisionmaking, and re-
search on access, outreach, and the avail-
ability of related support services (such as 
cultural and linguistic services); 

(B) identify and evaluate clinical and orga-
nizational strategies to improve the quality, 
outcomes, and access to care for health dis-
parity populations, including minority 
health disparity populations; 

(C) test such strategies and widely dis-
seminate those strategies for which there is 
scientific evidence of effectiveness; and 

(D) determine the most effective ap-
proaches for disseminating research findings 
to health disparity populations, including 
minority populations. 

(2) Use of certain strategies 

In carrying out this section, the Director 
shall implement research strategies and mech-
anisms that will enhance the involvement of 
individuals who are members of minority 
health disparity populations or other health 
disparity populations, health services re-
searchers who are such individuals, institu-
tions that train such individuals as research-
ers, members of minority health disparity pop-
ulations or other health disparity populations 
for whom the Agency is attempting to im-
prove the quality and outcomes of care, and 
representatives of appropriate tribal or other 
community-based organizations with respect 

to health disparity populations. Such research 
strategies and mechanisms may include the 
use of— 

(A) centers of excellence that can dem-
onstrate, either individually or through con-
sortia, a combination of multi-disciplinary 
expertise in outcomes or quality improve-
ment research, linkages to relevant sites of 
care, and a demonstrated capacity to involve 
members and communities of health dispar-
ity populations, including minority health 
disparity populations, in the planning, con-
duct, dissemination, and translation of re-
search; 

(B) provider-based research networks, in-
cluding health plans, facilities, or delivery 
system sites of care (especially primary 
care), that make extensive use of health care 
providers who are members of health dispar-
ity populations or who serve patients in such 
populations and have the capacity to evalu-
ate and promote quality improvement; 

(C) service delivery models (such as health 
centers under section 254b of this title and 
the Indian Health Service) to reduce health 
disparities; and 

(D) innovative mechanisms or strategies 
that will facilitate the translation of past 
research investments into clinical practices 
that can reasonably be expected to benefit 
these populations. 

(c) Quality measurement development 

(1) In general 

To ensure that health disparity populations, 
including minority health disparity popu-
lations, benefit from the progress made in the 
ability of individuals to measure the quality 
of health care delivery, the Director shall sup-
port the development of quality of health care 
measures that assess the experience of such 
populations with health care systems, such as 
measures that assess the access of such popu-
lations to health care, the cultural com-
petence of the care provided, the quality of the 
care provided, the outcomes of care, or other 
aspects of health care practice that the Direc-
tor determines to be important. 

(2) Examination of certain practices 

The Director shall examine the practices of 
providers that have a record of reducing 
health disparities or have experience in pro-
viding culturally competent health services to 
minority health disparity populations or other 
health disparity populations. In examining 
such practices of providers funded under the 
authorities of this chapter, the Director shall 
consult with the heads of the relevant agen-
cies of the Public Health Service. 

(3) Report 

Not later than 36 months after November 22, 
2000, the Secretary, acting through the Direc-
tor, shall prepare and submit to the appro-
priate committees of Congress a report de-
scribing the state-of-the-art of quality meas-
urement for minority and other health dispar-
ity populations that will identify critical 
unmet needs, the current activities of the De-
partment to address those needs, and a de-
scription of related activities in the private 
sector. 
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(d) Definition 

For purposes of this section: 
(1) The term ‘‘health disparity population’’ 

has the meaning given such term in section 
287c–31 of this title, except that in addition to 
the meaning so given, the Director may deter-
mine that such term includes populations for 
which there is a significant disparity in the 
quality, outcomes, cost, or use of health care 
services or access to or satisfaction with such 
services as compared to the general popu-
lation. 

(2) The term ‘‘minority’’, with respect to 
populations, refers to racial and ethnic minor-
ity groups as defined in section 300u–6 of this 
title. 

(July 1, 1944, ch. 373, title IX, § 903, as added Pub. 
L. 106–525, title II, § 201(a)(2), Nov. 22, 2000, 114 
Stat. 2505.) 

PRIOR PROVISIONS 

A prior section 299a–1, act July 1, 1944, ch. 373, title 
IX, § 903, as added Pub. L. 101–239, title VI, § 6103(a), Dec. 
19, 1989, 103 Stat. 2190; amended Pub. L. 102–410, § 3, Oct. 
13, 1992, 106 Stat. 2094; Pub. L. 103–43, title XIV, § 1422(a), 
June 10, 1993, 107 Stat. 172, related to public dissemina-
tion of information about studies and projects prior to 
the general amendment of this subchapter by Pub. L. 
106–129. See section 299c–3 of this title. 

A prior section 903 of act July 1, 1944, was classified 
to section 299c of this title prior to repeal by Pub. L. 
99–117. 

Prior sections 299a–2 and 299a–3 were omitted in the 
general amendment of this subchapter by Pub. L. 
106–129. 

Section 299a–2, act July 1, 1944, ch. 373, title IX, § 904, 
as added Pub. L. 101–239, title VI, § 6103(a), Dec. 19, 1989, 
103 Stat. 2191; amended Pub. L. 102–410, § 4(a), Oct. 13, 
1992, 106 Stat. 2095; Pub. L. 103–43, title XX, § 2013(1), 
June 10, 1993, 107 Stat. 214, related to health care tech-
nology assessment. See section 299b–5 of this title. 

Section 299a–3, act July 1, 1944, ch. 373, title IX, § 905, 
as added Pub. L. 105–115, title IV, § 409, Nov. 21, 1997, 111 
Stat. 2371, established demonstration program regard-
ing centers for education and research on therapeutics. 
See section 299b–1(b) of this title. 

PART B—HEALTH CARE IMPROVEMENT RESEARCH 

§ 299b. Health care outcome improvement re-
search 

(a) Evidence rating systems 

In collaboration with experts from the public 
and private sector, the Agency shall identify 
and disseminate methods or systems to assess 
health care research results, particularly meth-
ods or systems to rate the strength of the sci-
entific evidence underlying health care practice, 
recommendations in the research literature, and 
technology assessments. The Agency shall make 
methods or systems for evidence rating widely 
available. Agency publications containing 
health care recommendations shall indicate the 
level of substantiating evidence using such 
methods or systems. 

(b) Health care improvement research centers 
and provider-based research networks 

(1) In general 

In order to address the full continuum of 
care and outcomes research, to link research 
to practice improvement, and to speed the dis-
semination of research findings to community 

practice settings, the Agency shall employ re-
search strategies and mechanisms that will 
link research directly with clinical practice in 
geographically diverse locations throughout 
the United States, including— 

(A) health care improvement research cen-
ters that combine demonstrated multidisci-
plinary expertise in outcomes or quality im-
provement research with linkages to rel-
evant sites of care; 

(B) provider-based research networks, in-
cluding plan, facility, or delivery system 
sites of care (especially primary care), that 
can evaluate outcomes and evaluate and pro-
mote quality improvement; and 

(C) other innovative mechanisms or strate-
gies to link research with clinical practice. 

(2) Requirements 

The Director is authorized to establish the 
requirements for entities applying for grants 
under this subsection. 

(July 1, 1944, ch. 373, title IX, § 911, as added Pub. 
L. 106–129, § 2(a), Dec. 6, 1999, 113 Stat. 1656.) 

PRIOR PROVISIONS 

A prior section 299b, act July 1, 1944, ch. 373, title IX, 
§ 911, as added Pub. L. 101–239, title VI, § 6103(a), Dec. 19, 
1989, 103 Stat. 2192; amended Pub. L. 102–410, § 5(b), Oct. 
13, 1992, 106 Stat. 2097, related to establishment of Of-
fice of the Forum for Quality and Effectiveness in 
Health Care, prior to the general amendment of this 
subchapter by Pub. L. 106–129. 

Another prior section 299b, act July 1, 1944, ch. 373, 
title IX, § 902, as added Oct. 6, 1965, Pub. L. 89–239, § 2, 
79 Stat. 927; amended Oct. 15, 1968, Pub. L. 90–574, title 
I, § 103, 82 Stat. 1005; Oct. 30, 1970, Pub. L. 91–515, title 
I, §§ 104, 111(b), 84 Stat. 1299, 1301, defined terms for pur-
poses of this subchapter, prior to repeal by Pub. L. 
99–117, § 12(d), Oct. 7, 1985, 99 Stat. 495. 

§ 299b–1. Private-public partnerships to improve 
organization and delivery 

(a) Support for efforts to develop information on 
quality 

(1) Scientific and technical support 

In its role as the principal agency for health 
care research and quality, the Agency may 
provide scientific and technical support for 
private and public efforts to improve health 
care quality, including the activities of ac-
crediting organizations. 

(2) Role of the Agency 

With respect to paragraph (1), the role of the 
Agency shall include— 

(A) the identification and assessment of 
methods for the evaluation of the health of— 

(i) enrollees in health plans by type of 
plan, provider, and provider arrangements; 
and 

(ii) other populations, including those 
receiving long-term care services; 

(B) the ongoing development, testing, and 
dissemination of quality measures, including 
measures of health and functional outcomes; 

(C) the compilation and dissemination of 
health care quality measures developed in 
the private and public sector; 

(D) assistance in the development of im-
proved health care information systems; 
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(E) the development of survey tools for the 
purpose of measuring participant and bene-
ficiary assessments of their health care; and 

(F) identifying and disseminating informa-
tion on mechanisms for the integration of 
information on quality into purchaser and 
consumer decision-making processes. 

(b) Centers for education and research on thera-
peutics 

(1) In general 

The Secretary, acting through the Director 
and in consultation with the Commissioner of 
Food and Drugs, shall establish a program for 
the purpose of making one or more grants for 
the establishment and operation of one or 
more centers to carry out the activities speci-
fied in paragraph (2). 

(2) Required activities 

The activities referred to in this paragraph 
are the following: 

(A) The conduct of state-of-the-art re-
search for the following purposes: 

(i) To increase awareness of— 
(I) new uses of drugs, biological prod-

ucts, and devices; 
(II) ways to improve the effective use 

of drugs, biological products, and de-
vices; and 

(III) risks of new uses and risks of com-
binations of drugs and biological prod-
ucts. 

(ii) To provide objective clinical infor-
mation to the following individuals and 
entities: 

(I) Health care practitioners and other 
providers of health care goods or serv-
ices. 

(II) Pharmacists, pharmacy benefit 
managers and purchasers. 

(III) Health maintenance organizations 
and other managed health care organiza-
tions. 

(IV) Health care insurers and govern-
mental agencies. 

(V) Patients and consumers. 

(iii) To improve the quality of health 
care while reducing the cost of health care 
through— 

(I) an increase in the appropriate use of 
drugs, biological products, or devices; 
and 

(II) the prevention of adverse effects of 
drugs, biological products, and devices 
and the consequences of such effects, 
such as unnecessary hospitalizations. 

(B) The conduct of research on the com-
parative effectiveness, cost-effectiveness, 
and safety of drugs, biological products, and 
devices. 

(C) Such other activities as the Secretary 
determines to be appropriate, except that a 
grant may not be expended to assist the Sec-
retary in the review of new drugs, biological 
products, and devices. 

(c) Reducing errors in medicine 

The Director shall, in accordance with part C 
of this subchapter, conduct and support research 
and build private-public partnerships to— 

(1) identify the causes of preventable health 
care errors and patient injury in health care 
delivery; 

(2) develop, demonstrate, and evaluate strat-
egies for reducing errors and improving pa-
tient safety; and 

(3) disseminate such effective strategies 
throughout the health care industry. 

(July 1, 1944, ch. 373, title IX, § 912, as added Pub. 
L. 106–129, § 2(a), Dec. 6, 1999, 113 Stat. 1656; 
amended Pub. L. 109–41, § 2(a)(1), July 29, 2005, 119 
Stat. 424.) 

PRIOR PROVISIONS 

A prior section 299b–1, act July 1, 1944, ch. 373, title 
IX, § 912, as added Pub. L. 101–239, title VI, § 6103(a), Dec. 
19, 1989, 103 Stat. 2192; amended Pub. L. 102–410, 
§§ 5(a)(1), (c)(1), 6(b), Oct. 13, 1992, 106 Stat. 2096, 2097, 
2100, related to the duties of the Office of the Forum for 
Quality and Effectiveness in Health Care, prior to the 
general amendment of this subchapter by Pub. L. 
106–129. 

AMENDMENTS 

2005—Subsec. (c). Pub. L. 109–41 inserted ‘‘, in accord-
ance with part C of this subchapter,’’ after ‘‘The Direc-
tor shall’’ in introductory provisions. 

§ 299b–2. Information on quality and cost of care 

(a) In general 

The Director shall— 
(1) conduct a survey to collect data on a na-

tionally representative sample of the popu-
lation on the cost, use and, for fiscal year 2001 
and subsequent fiscal years, quality of health 
care, including the types of health care serv-
ices Americans use, their access to health care 
services, frequency of use, how much is paid 
for the services used, the source of those pay-
ments, the types and costs of private health 
insurance, access, satisfaction, and quality of 
care for the general population including rural 
residents and also for populations identified in 
section 299(c) of this title; and 

(2) develop databases and tools that provide 
information to States on the quality, access, 
and use of health care services provided to 
their residents. 

(b) Quality and outcomes information 

(1) In general 

Beginning in fiscal year 2001, the Director 
shall ensure that the survey conducted under 
subsection (a)(1) of this section will— 

(A) identify determinants of health out-
comes and functional status, including the 
health care needs of populations identified 
in section 299(c) of this title, provide data to 
study the relationships between health care 
quality, outcomes, access, use, and cost, 
measure changes over time, and monitor the 
overall national impact of Federal and State 
policy changes on health care; 

(B) provide information on the quality of 
care and patient outcomes for frequently oc-
curring clinical conditions for a nationally 
representative sample of the population in-
cluding rural residents; and 

(C) provide reliable national estimates for 
children and persons with special health 
care needs through the use of supplements or 
periodic expansions of the survey. 
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In expanding the Medical Expenditure Panel 
Survey, as in existence on December 6, 1999, in 
fiscal year 2001 to collect information on the 
quality of care, the Director shall take into 
account any outcomes measurements gener-
ally collected by private sector accreditation 
organizations. 

(2) Annual report 

Beginning in fiscal year 2003, the Secretary, 
acting through the Director, shall submit to 
Congress an annual report on national trends 
in the quality of health care provided to the 
American people. 

(July 1, 1944, ch. 373, title IX, § 913, as added Pub. 
L. 106–129, § 2(a), Dec. 6, 1999, 113 Stat. 1658.) 

CODIFICATION 

December 6, 1999, referred to in subsec. (b)(1), was in 
the original ‘‘the date of the enactment of this title’’, 
which was translated as meaning the date of enactment 
of Pub. L. 106–129, which amended this subchapter gen-
erally, to reflect the probable intent of Congress. 

PRIOR PROVISIONS 

A prior section 299b–2, act July 1, 1944, ch. 373, title 
IX, § 913, as added Pub. L. 101–239, title VI, § 6103(a), Dec. 
19, 1989, 103 Stat. 2193; amended Pub. L. 102–410, § 5(c)(2), 
(f)(1)(A), Oct. 13, 1992, 106 Stat. 2097, 2098, related to de-
velopment of guidelines and standards, prior to the 
general amendment of this subchapter by Pub. L. 
106–129. 

§ 299b–3. Information systems for health care im-
provement 

(a) In general 

In order to foster a range of innovative ap-
proaches to the management and communica-
tion of health information, the Agency shall 
conduct and support research, evaluations, and 
initiatives to advance— 

(1) the use of information systems for the 
study of health care quality and outcomes, in-
cluding the generation of both individual pro-
vider and plan-level comparative performance 
data; 

(2) training for health care practitioners and 
researchers in the use of information systems; 

(3) the creation of effective linkages between 
various sources of health information, includ-
ing the development of information networks; 

(4) the delivery and coordination of evi-
dence-based health care services, including the 
use of real-time health care decision-support 
programs; 

(5) the utility and comparability of health 
information data and medical vocabularies by 
addressing issues related to the content, struc-
ture, definitions and coding of such informa-
tion and data in consultation with appropriate 
Federal, State and private entities; 

(6) the use of computer-based health records 
in all settings for the development of personal 
health records for individual health assess-
ment and maintenance, and for monitoring 
public health and outcomes of care within pop-
ulations; and 

(7) the protection of individually identifiable 
information in health services research and 
health care quality improvement. 

(b) Demonstration 

The Agency shall support demonstrations into 
the use of new information tools aimed at im-

proving shared decision-making between pa-
tients and their care-givers. 

(c) Facilitating public access to information 

The Director shall work with appropriate pub-
lic and private sector entities to facilitate pub-
lic access to information regarding the quality 
of and consumer satisfaction with health care. 

(July 1, 1944, ch. 373, title IX, § 914, as added Pub. 
L. 106–129, § 2(a), Dec. 6, 1999, 113 Stat. 1658.) 

PRIOR PROVISIONS 

A prior section 299b–3, act July 1, 1944, ch. 373, title 
IX, § 914, as added Pub. L. 101–239, title VI, § 6103(a), Dec. 
19, 1989, 103 Stat. 2193; amended Pub. L. 102–410, 
§§ 5(c)(3), 6(a), 7, Oct. 13, 1992, 106 Stat. 2097, 2099, 2100; 
Pub. L. 103–43, title XX, § 2013(2), June 10, 1993, 107 Stat. 
215, related to creation of an agenda and additional re-
quirements, prior to the general amendment of this 
subchapter by Pub. L. 106–129. 

§ 299b–4. Research supporting primary care and 
access in underserved areas 

(a) Preventive Services Task Force 

(1) Establishment and purpose 

The Director may periodically convene a 
Preventive Services Task Force to be com-
posed of individuals with appropriate exper-
tise. Such a task force shall review the sci-
entific evidence related to the effectiveness, 
appropriateness, and cost-effectiveness of clin-
ical preventive services for the purpose of de-
veloping recommendations for the health care 
community, and updating previous clinical 
preventive recommendations. 

(2) Role of Agency 

The Agency shall provide ongoing adminis-
trative, research, and technical support for 
the operations of the Preventive Services Task 
Force, including coordinating and supporting 
the dissemination of the recommendations of 
the Task Force. 

(3) Operation 

In carrying out its responsibilities under 
paragraph (1), the Task Force is not subject to 
the provisions of Appendix 2 of title 5. 

(b) Primary care research 

(1) In general 

There is established within the Agency a 
Center for Primary Care Research (referred to 
in this subsection as the ‘‘Center’’) that shall 
serve as the principal source of funding for pri-
mary care practice research in the Depart-
ment of Health and Human Services. For pur-
poses of this paragraph, primary care research 
focuses on the first contact when illness or 
health concerns arise, the diagnosis, treat-
ment or referral to specialty care, preventive 
care, and the relationship between the clini-
cian and the patient in the context of the fam-
ily and community. 

(2) Research 

In carrying out this section, the Center shall 
conduct and support research concerning— 

(A) the nature and characteristics of pri-
mary care practice; 

(B) the management of commonly occur-
ring clinical problems; 
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(C) the management of undifferentiated 
clinical problems; and 

(D) the continuity and coordination of 
health services. 

(July 1, 1944, ch. 373, title IX, § 915, as added Pub. 
L. 106–129, § 2(a), Dec. 6, 1999, 113 Stat. 1659.) 

REFERENCES IN TEXT 

Appendix 2 of title 5, referred to in subsec. (a)(3), 
probably means the Federal Advisory Committee Act, 
Pub. L. 92–463, Oct. 6, 1972, 86 Stat. 770, as amended, 
which is set out in the Appendix to Title 5, Government 
Organization and Employees. 

§ 299b–4a. Studies on preventive interventions in 
primary care for older Americans 

(a) Studies 

The Secretary of Health and Human Services, 
acting through the United States Preventive 
Services Task Force, shall conduct a series of 
studies designed to identify preventive interven-
tions that can be delivered in the primary care 
setting and that are most valuable to older 
Americans. 

(b) Mission statement 

The mission statement of the United States 
Preventive Services Task Force is amended to 
include the evaluation of services that are of 
particular relevance to older Americans. 

(c) Report 

Not later than 1 year after December 21, 2000, 
and annually thereafter, the Secretary of Health 
and Human Services shall submit to Congress a 
report on the conclusions of the studies con-
ducted under subsection (a) of this section, to-
gether with recommendations for such legisla-
tion and administrative actions as the Secretary 
considers appropriate. 

(Pub. L. 106–554, § 1(a)(6) [title I, § 126], Dec. 21, 
2000, 114 Stat. 2763, 2763A–479.) 

CODIFICATION 

Section was enacted as part of the Medicare, Medic-
aid, and SCHIP Benefits Improvement and Protection 
Act of 2000, and also as part of the Consolidated Appro-
priations Act, 2001, and not as part of the Public Health 
Service Act which comprises this chapter. 

§ 299b–5. Health care practice and technology in-
novation 

(a) In general 

The Director shall promote innovation in evi-
dence-based health care practices and tech-
nologies by— 

(1) conducting and supporting research on 
the development, diffusion, and use of health 
care technology; 

(2) developing, evaluating, and disseminat-
ing methodologies for assessments of health 
care practices and technologies; 

(3) conducting intramural and supporting ex-
tramural assessments of existing and new 
health care practices and technologies; 

(4) promoting education and training and 
providing technical assistance in the use of 
health care practice and technology assess-
ment methodologies and results; and 

(5) working with the National Library of 
Medicine and the public and private sector to 

develop an electronic clearinghouse of cur-
rently available assessments and those in 
progress. 

(b) Specification of process 

(1) In general 

Not later than December 31, 2000, the Direc-
tor shall develop and publish a description of 
the methods used by the Agency and its con-
tractors for health care practice and tech-
nology assessment. 

(2) Consultations 

In carrying out this subsection, the Director 
shall cooperate and consult with the Assistant 
Secretary for Health, the Administrator of the 
Centers for Medicare & Medicaid Services, the 
Director of the National Institutes of Health, 
the Commissioner of Food and Drugs, and the 
heads of any other interested Federal depart-
ment or agency, and shall seek input, where 
appropriate, from professional societies and 
other private and public entities. 

(3) Methodology 

The Director shall, in developing the meth-
ods used under paragraph (1), consider— 

(A) safety, efficacy, and effectiveness; 
(B) legal, social, and ethical implications; 
(C) costs, benefits, and cost-effectiveness; 
(D) comparisons to alternate health care 

practices and technologies; and 
(E) requirements of Food and Drug Admin-

istration approval to avoid duplication. 

(c) Specific assessments 

(1) In general 

The Director shall conduct or support spe-
cific assessments of health care technologies 
and practices. 

(2) Requests for assessments 

The Director is authorized to conduct or 
support assessments, on a reimbursable basis, 
for the Centers for Medicare & Medicaid Serv-
ices, the Department of Defense, the Depart-
ment of Veterans Affairs, the Office of Person-
nel Management, and other public or private 
entities. 

(3) Grants and contracts 

In addition to conducting assessments, the 
Director may make grants to, or enter into co-
operative agreements or contracts with, enti-
ties described in paragraph (4) for the purpose 
of conducting assessments of experimental, 
emerging, existing, or potentially outmoded 
health care technologies, and for related ac-
tivities. 

(4) Eligible entities 

An entity described in this paragraph is an 
entity that is determined to be appropriate by 
the Director, including academic medical cen-
ters, research institutions and organizations, 
professional organizations, third party payers, 
governmental agencies, minority institutions 
of higher education (such as Historically 
Black Colleges and Universities, and Hispanic 
institutions), and consortia of appropriate re-
search entities established for the purpose of 
conducting technology assessments. 
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(d) Medical examination of certain victims 

(1) In general 

The Director shall develop and disseminate a 
report on evidence-based clinical practices 
for— 

(A) the examination and treatment by 
health professionals of individuals who are 
victims of sexual assault (including child 
molestation) or attempted sexual assault; 
and 

(B) the training of health professionals, in 
consultation with the Health Resources and 
Services Administration, on performing 
medical evidentiary examinations of individ-
uals who are victims of child abuse or ne-
glect, sexual assault, elder abuse, or domes-
tic violence. 

(2) Certain considerations 

In identifying the issues to be addressed by 
the report, the Director shall, to the extent 
practicable, take into consideration the exper-
tise and experience of Federal and State law 
enforcement officials regarding the victims re-
ferred to in paragraph (1), and of other appro-
priate public and private entities (including 
medical societies, victim services organiza-
tions, sexual assault prevention organizations, 
and social services organizations). 

(July 1, 1944, ch. 373, title IX, § 916, as added Pub. 
L. 106–129, § 2(a), Dec. 6, 1999, 113 Stat. 1660; Pub. 
L. 108–173, title IX, § 900(e)(2)(C), Dec. 8, 2003, 117 
Stat. 2372.) 

AMENDMENTS 

2003—Subsecs. (b)(2), (c)(2). Pub. L. 108–173 substituted 
‘‘Centers for Medicare & Medicaid Services’’ for 
‘‘Health Care Financing Administration’’. 

§ 299b–6. Coordination of Federal Government 
quality improvement efforts 

(a) Requirement 

(1) In general 

To avoid duplication and ensure that Fed-
eral resources are used efficiently and effec-
tively, the Secretary, acting through the Di-
rector, shall coordinate all research, evalua-
tions, and demonstrations related to health 
services research, quality measurement and 
quality improvement activities undertaken 
and supported by the Federal Government. 

(2) Specific activities 

The Director, in collaboration with the ap-
propriate Federal officials representing all 
concerned executive agencies and depart-
ments, shall develop and manage a process 
to— 

(A) improve interagency coordination, pri-
ority setting, and the use and sharing of re-
search findings and data pertaining to Fed-
eral quality improvement programs, tech-
nology assessment, and health services re-
search; 

(B) strengthen the research information 
infrastructure, including databases, pertain-
ing to Federal health services research and 
health care quality improvement initiatives; 

(C) set specific goals for participating 
agencies and departments to further health 

services research and health care quality im-
provement; and 

(D) strengthen the management of Federal 
health care quality improvement programs. 

(b) Study by the Institute of Medicine 

(1) In general 

To provide Congress, the Department of 
Health and Human Services, and other rel-
evant departments with an independent, exter-
nal review of their quality oversight, quality 
improvement and quality research programs, 
the Secretary shall enter into a contract with 
the Institute of Medicine— 

(A) to describe and evaluate current qual-
ity improvement, quality research and qual-
ity monitoring processes through— 

(i) an overview of pertinent health serv-
ices research activities and quality im-
provement efforts conducted by all Federal 
programs, with particular attention paid 
to those under titles XVIII, XIX, and XXI 
of the Social Security Act [42 U.S.C. 1395 
et seq., 1396 et seq., 1397aa et seq.]; and 

(ii) a summary of the partnerships that 
the Department of Health and Human 
Services has pursued with private accredi-
tation, quality measurement and improve-
ment organizations; and 

(B) to identify options and make recom-
mendations to improve the efficiency and ef-
fectiveness of quality improvement pro-
grams through— 

(i) the improved coordination of activi-
ties across the medicare, medicaid and 
child health insurance programs under 
titles XVIII, XIX and XXI of the Social Se-
curity Act and health services research 
programs; 

(ii) the strengthening of patient choice 
and participation by incorporating state- 
of-the-art quality monitoring tools and 
making information on quality available; 
and 

(iii) the enhancement of the most effec-
tive programs, consolidation as appro-
priate, and elimination of duplicative ac-
tivities within various Federal agencies. 

(2) Requirements 

(A) In general 

The Secretary shall enter into a contract 
with the Institute of Medicine for the prepa-
ration— 

(i) not later than 12 months after Decem-
ber 6, 1999, of a report providing an over-
view of the quality improvement programs 
of the Department of Health and Human 
Services for the medicare, medicaid, and 
CHIP programs under titles XVIII, XIX, 
and XXI of the Social Security Act; and 

(ii) not later than 24 months after De-
cember 6, 1999, of a final report containing 
recommendations. 

(B) Reports 

The Secretary shall submit the reports de-
scribed in subparagraph (A) to the Commit-
tee on Finance and the Committee on 
Health, Education, Labor, and Pensions of 
the Senate and the Committee on Ways and 
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1 So in original. Probably should be followed by a comma. 

Means and the Committee on Commerce of 
the House of Representatives. 

(July 1, 1944, ch. 373, title IX, § 917, as added Pub. 
L. 106–129, § 2(a), Dec. 6, 1999, 113 Stat. 1661.) 

REFERENCES IN TEXT 

The Social Security Act, referred to in subsec. (b), is 
act Aug. 14, 1935, ch. 531, 49 Stat. 620, as amended. Titles 
XVIII, XIX, and XXI of the Act are classified generally 
to subchapters XVIII (§ 1395 et seq.), XIX (§ 1396 et seq.), 
and XXI (§ 1397aa et seq.) of chapter 7 of this title, re-
spectively. For complete classification of this Act to 
the Code, see section 1305 of this title and Tables. 

CODIFICATION 

December 6, 1999, referred to in subsec. (b)(2)(A), was 
in the original ‘‘the date of the enactment of this 
title’’, which was translated as meaning the date of en-
actment of Pub. L. 106–129, which amended this sub-
chapter generally, to reflect the probable intent of Con-
gress. 

CHANGE OF NAME 

Committee on Commerce of House of Representatives 
changed to Committee on Energy and Commerce of 
House of Representatives, and jurisdiction over matters 
relating to securities and exchanges and insurance gen-
erally transferred to Committee on Financial Services 
of House of Representatives by House Resolution No. 5, 
One Hundred Seventh Congress, Jan. 3, 2001. 

§ 299b–7. Research on outcomes of health care 
items and services 

(a) Research, demonstrations, and evaluations 

(1) Improvement of effectiveness and efficiency 

(A) In general 

To improve the quality, effectiveness, and 
efficiency of health care delivered pursuant 
to the programs established under titles 
XVIII, XIX, and XXI of the Social Security 
Act [42 U.S.C. 1395 et seq., 1396 et seq., 1397aa 
et seq.], the Secretary 1 acting through the 
Director of the Agency for Healthcare Re-
search and Quality (in this section referred 
to as the ‘‘Director’’), shall conduct and sup-
port research to meet the priorities and re-
quests for scientific evidence and informa-
tion identified by such programs with re-
spect to— 

(i) the outcomes, comparative clinical 
effectiveness, and appropriateness of 
health care items and services (including 
prescription drugs); and 

(ii) strategies for improving the effi-
ciency and effectiveness of such programs, 
including the ways in which such items 
and services are organized, managed, and 
delivered under such programs. 

(B) Specification 

To respond to priorities and information 
requests in subparagraph (A), the Secretary 
may conduct or support, by grant, contract, 
or interagency agreement, research, dem-
onstrations, evaluations, technology assess-
ments, or other activities, including the pro-
vision of technical assistance, scientific ex-
pertise, or methodological assistance. 

(2) Priorities 

(A) In general 

The Secretary shall establish a process to 
develop priorities that will guide the re-
search, demonstrations, and evaluation ac-
tivities undertaken pursuant to this section. 

(B) Initial list 

Not later than 6 months after December 8, 
2003, the Secretary shall establish an initial 
list of priorities for research related to 
health care items and services (including 
prescription drugs). 

(C) Process 

In carrying out subparagraph (A), the Sec-
retary— 

(i) shall ensure that there is broad and 
ongoing consultation with relevant stake-
holders in identifying the highest prior-
ities for research, demonstrations, and 
evaluations to support and improve the 
programs established under titles XVIII, 
XIX, and XXI of the Social Security Act 
[42 U.S.C. 1395 et seq., 1396 et seq., 1397aa et 
seq.]; 

(ii) may include health care items and 
services which impose a high cost on such 
programs, as well as those which may be 
underutilized or overutilized and which 
may significantly improve the prevention, 
treatment, or cure of diseases and condi-
tions (including chronic conditions) which 
impose high direct or indirect costs on pa-
tients or society; and 

(iii) shall ensure that the research and 
activities undertaken pursuant to this sec-
tion are responsive to the specified prior-
ities and are conducted in a timely man-
ner. 

(3) Evaluation and synthesis of scientific evi-
dence 

(A) In general 

The Secretary shall— 
(i) evaluate and synthesize available sci-

entific evidence related to health care 
items and services (including prescription 
drugs) identified as priorities in accord-
ance with paragraph (2) with respect to the 
comparative clinical effectiveness, out-
comes, appropriateness, and provision of 
such items and services (including pre-
scription drugs); 

(ii) identify issues for which existing sci-
entific evidence is insufficient with respect 
to such health care items and services (in-
cluding prescription drugs); 

(iii) disseminate to prescription drug 
plans and MA–PD plans under part D of 
title XVIII of the Social Security Act [42 
U.S.C. 1395w–101 et seq.], other health 
plans, and the public the findings made 
under clauses (i) and (ii); and 

(iv) work in voluntary collaboration 
with public and private sector entities to 
facilitate the development of new sci-
entific knowledge regarding health care 
items and services (including prescription 
drugs). 

(B) Initial research 

The Secretary shall complete the evalua-
tion and synthesis of the initial research re-
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quired by the priority list developed under 
paragraph (2)(B) not later than 18 months 
after the development of such list. 

(C) Dissemination 

(i) In general 

To enhance patient safety and the qual-
ity of health care, the Secretary shall 
make available and disseminate in appro-
priate formats to prescription drugs plans 
under part D, and MA–PD plans under part 
C, of title XVIII of the Social Security Act 
[42 U.S.C. 1395w–101 et seq., 1395w–21 et 
seq.], other health plans, and the public 
the evaluations and syntheses prepared 
pursuant to subparagraph (A) and the find-
ings of research conducted pursuant to 
paragraph (1). In carrying out this clause 
the Secretary, in order to facilitate the 
availability of such evaluations and syn-
theses or findings at every decision point 
in the health care system, shall— 

(I) present such evaluations and syn-
theses or findings in a form that is easily 
understood by the individuals receiving 
health care items and services (including 
prescription drugs) under such plans and 
periodically assess that the require-
ments of this subclause have been met; 
and 

(II) provide such evaluations and syn-
theses or findings and other relevant in-
formation through easily accessible and 
searchable electronic mechanisms, and 
in hard copy formats as appropriate. 

(ii) Rule of construction 

Nothing in this section shall be con-
strued as— 

(I) affecting the authority of the Sec-
retary or the Commissioner of Food and 
Drugs under the Federal Food, Drug, and 
Cosmetic Act [21 U.S.C. 301 et seq.] or 
the Public Health Service Act [42 U.S.C. 
201 et seq.]; or 

(II) conferring any authority referred 
to in subclause (I) to the Director. 

(D) Accountability 

In carrying out this paragraph, the Sec-
retary shall implement activities in a man-
ner that— 

(i) makes publicly available all scientific 
evidence relied upon and the methodolo-
gies employed, provided such evidence and 
method are not protected from public dis-
closure by section 1905 of title 18 or other 
applicable law so that the results of the re-
search, analyses, or syntheses can be eval-
uated or replicated; and 

(ii) ensures that any information needs 
and unresolved issues identified in sub-
paragraph (A)(ii) are taken into account in 
priority-setting for future research con-
ducted by the Secretary. 

(4) Confidentiality 

(A) In general 

In making use of administrative, clinical, 
and program data and information developed 
or collected with respect to the programs es-
tablished under titles XVIII, XIX, and XXI of 

the Social Security Act [42 U.S.C. 1395 et 
seq., 1396 et seq., 1397aa et seq.], for purposes 
of carrying out the requirements of this sec-
tion or the activities authorized under title 
IX of the Public Health Service Act (42 
U.S.C. 299 et seq.), such data and informa-
tion shall be protected in accordance with 
the confidentiality requirements of title IX 
of the Public Health Service Act. 

(B) Rule of construction 

Nothing in this section shall be construed 
to require or permit the disclosure of data 
provided to the Secretary that is otherwise 
protected from disclosure under the Federal 
Food, Drug, and Cosmetic Act [21 U.S.C. 301 
et seq.], section 1905 of title 18, or other ap-
plicable law. 

(5) Evaluations 

The Secretary shall conduct and support 
evaluations of the activities carried out under 
this section to determine the extent to which 
such activities have had an effect on outcomes 
and utilization of health care items and serv-
ices. 

(6) Improving information available to health 
care providers, patients, and policymakers 

Not later than 18 months after December 8, 
2003, the Secretary shall identify options that 
could be undertaken in voluntary collabora-
tion with private and public entities (as appro-
priate) for the— 

(A) provision of more timely information 
through the programs established under 
titles XVIII, XIX, and XXI of the Social Se-
curity Act [42 U.S.C. 1395 et seq., 1396 et seq., 
1397aa et seq.], regarding the outcomes and 
quality of patient care, including clinical 
and patient-reported outcomes, especially 
with respect to interventions and conditions 
for which clinical trials would not be fea-
sible or raise ethical concerns that are dif-
ficult to address; 

(B) acceleration of the adoption of innova-
tion and quality improvement under such 
programs; and 

(C) development of management tools for 
the programs established under titles XIX 
and XXI of the Social Security Act [42 U.S.C. 
1396 et seq., 1397aa et seq.], and with respect 
to the programs established under such 
titles, assess the feasibility of using admin-
istrative or claims data, to— 

(i) improve oversight by State officials; 
(ii) support Federal and State initiatives 

to improve the quality, safety, and effi-
ciency of services provided under such pro-
grams; and 

(iii) provide a basis for estimating the 
fiscal and coverage impact of Federal or 
State program and policy changes. 

(b) Recommendations 

(1) Disclaimer 

In carrying out this section, the Director 
shall— 

(A) not mandate national standards of 
clinical practice or quality health care 
standards; and 

(B) include in any recommendations re-
sulting from projects funded and published 
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by the Director, a corresponding reference to 
the prohibition described in subparagraph 
(A). 

(2) Requirement for implementation 

Research, evaluation, and communication 
activities performed pursuant to this section 
shall reflect the principle that clinicians and 
patients should have the best available evi-
dence upon which to make choices in health 
care items and services, in providers, and in 
health care delivery systems, recognizing that 
patient subpopulations and patient and physi-
cian preferences may vary. 

(3) Rule of construction 

Nothing in this section shall be construed to 
provide the Director with authority to man-
date a national standard or require a specific 
approach to quality measurement and report-
ing. 

(c) Research with respect to dissemination 

The Secretary, acting through the Director, 
may conduct or support research with respect to 
improving methods of disseminating informa-
tion in accordance with subsection (a)(3)(C) of 
this section. 

(d) Limitation on CMS 

The Administrator of the Centers for Medicare 
& Medicaid Services may not use data obtained 
in accordance with this section to withhold cov-
erage of a prescription drug. 

(e) Authorization of appropriations 

There is authorized to be appropriated to 
carry out this section, $50,000,000 for fiscal year 
2004, and such sums as may be necessary for 
each fiscal year thereafter. 

(Pub. L. 108–173, title X, § 1013, Dec. 8, 2003, 117 
Stat. 2438.) 

REFERENCES IN TEXT 

The Social Security Act, referred to in subsec. 
(a)(1)(A), (2)(C)(i), (3)(A)(iii), (C)(i), (4)(A), (6)(A), (C), is 
act Aug. 14, 1935, ch. 531, 49 Stat. 620, as amended. Titles 
XVIII, XIX, and XXI of the Act are classified generally 
to subchapters XVIII (§ 1395 et seq.), XIX (§ 1396 et seq.), 
and XXI (§ 1397aa et seq.), respectively, of chapter 7 of 
this title. Parts C and D of title XVIII of the Act are 
classified generally to parts C (§ 1395w–21 et seq.) and D 
(§ 1395w–101 et seq.), respectively, of subchapter XVIII of 
chapter 7 of this title. For complete classification of 
this Act to the Code, see section 1305 of this title and 
Tables. 

The Federal Food, Drug, and Cosmetic Act, referred 
to in subsec. (a)(3)(C)(ii)(I), (4)(B), is act June 25, 1938, 
ch. 675, 52 Stat. 1040, as amended, which is classified 
generally to chapter 9 (§ 301 et seq.) of Title 21, Food 
and Drugs. For complete classification of this Act to 
the Code, see section 301 of Title 21 and Tables. 

The Public Health Service Act, referred to in subsec. 
(a)(3)(C)(ii)(I), (4)(A), is act July 1, 1944, ch. 373, 58 Stat. 
682, as amended, which is classified generally to this 
chapter. Title IX of the Act is classified generally to 
this subchapter. For complete classification of this Act 
to the Code, see Short Title note set out under section 
201 of this title and Tables. 

CODIFICATION 

Section was enacted as part of the Medicare Prescrip-
tion Drug, Improvement, and Modernization Act of 
2003, and not as part of the Public Health Service Act 
which comprises this chapter. 

DEFINITION OF ‘‘SECRETARY’’ 

‘‘Secretary’’ as meaning the Secretary of Health and 
Human Services, see section 1(c)(2) of Pub. L. 108–173, 
set out as a note under section 1301 of this title. 

PART C—PATIENT SAFETY IMPROVEMENT 

§ 299b–21. Definitions 

In this part: 

(1) HIPAA confidentiality regulations 

The term ‘‘HIPAA confidentiality regula-
tions’’ means regulations promulgated under 
section 264(c) of the Health Insurance Port-
ability and Accountability Act of 1996 (Public 
Law 104–191; 110 Stat. 2033). 

(2) Identifiable patient safety work product 

The term ‘‘identifiable patient safety work 
product’’ means patient safety work product 
that— 

(A) is presented in a form and manner that 
allows the identification of any provider 
that is a subject of the work product, or any 
providers that participate in activities that 
are a subject of the work product; 

(B) constitutes individually identifiable 
health information as that term is defined in 
the HIPAA confidentiality regulations; or 

(C) is presented in a form and manner that 
allows the identification of an individual 
who reported information in the manner 
specified in section 299b–22(e) of this title. 

(3) Nonidentifiable patient safety work product 

The term ‘‘nonidentifiable patient safety 
work product’’ means patient safety work 
product that is not identifiable patient safety 
work product (as defined in paragraph (2)). 

(4) Patient safety organization 

The term ‘‘patient safety organization’’ 
means a private or public entity or component 
thereof that is listed by the Secretary pursu-
ant to section 299b–24(d) of this title. 

(5) Patient safety activities 

The term ‘‘patient safety activities’’ means 
the following activities: 

(A) Efforts to improve patient safety and 
the quality of health care delivery. 

(B) The collection and analysis of patient 
safety work product. 

(C) The development and dissemination of 
information with respect to improving pa-
tient safety, such as recommendations, pro-
tocols, or information regarding best prac-
tices. 

(D) The utilization of patient safety work 
product for the purposes of encouraging a 
culture of safety and of providing feedback 
and assistance to effectively minimize pa-
tient risk. 

(E) The maintenance of procedures to pre-
serve confidentiality with respect to patient 
safety work product. 

(F) The provision of appropriate security 
measures with respect to patient safety 
work product. 

(G) The utilization of qualified staff. 
(H) Activities related to the operation of a 

patient safety evaluation system and to the 
provision of feedback to participants in a pa-
tient safety evaluation system. 
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(6) Patient safety evaluation system 

The term ‘‘patient safety evaluation sys-
tem’’ means the collection, management, or 
analysis of information for reporting to or by 
a patient safety organization. 

(7) Patient safety work product 

(A) In general 

Except as provided in subparagraph (B), 
the term ‘‘patient safety work product’’ 
means any data, reports, records, memo-
randa, analyses (such as root cause analy-
ses), or written or oral statements— 

(i) which— 
(I) are assembled or developed by a 

provider for reporting to a patient safety 
organization and are reported to a pa-
tient safety organization; or 

(II) are developed by a patient safety 
organization for the conduct of patient 
safety activities; 

and which could result in improved patient 
safety, health care quality, or health care 
outcomes; or 

(ii) which identify or constitute the de-
liberations or analysis of, or identify the 
fact of reporting pursuant to, a patient 
safety evaluation system. 

(B) Clarification 

(i) Information described in subparagraph 
(A) does not include a patient’s medical 
record, billing and discharge information, or 
any other original patient or provider 
record. 

(ii) Information described in subparagraph 
(A) does not include information that is col-
lected, maintained, or developed separately, 
or exists separately, from a patient safety 
evaluation system. Such separate informa-
tion or a copy thereof reported to a patient 
safety organization shall not by reason of its 
reporting be considered patient safety work 
product. 

(iii) Nothing in this part shall be con-
strued to limit— 

(I) the discovery of or admissibility of 
information described in this subpara-
graph in a criminal, civil, or administra-
tive proceeding; 

(II) the reporting of information de-
scribed in this subparagraph to a Federal, 
State, or local governmental agency for 
public health surveillance, investigation, 
or other public health purposes or health 
oversight purposes; or 

(III) a provider’s recordkeeping obliga-
tion with respect to information described 
in this subparagraph under Federal, State, 
or local law. 

(8) Provider 

The term ‘‘provider’’ means— 
(A) an individual or entity licensed or 

otherwise authorized under State law to pro-
vide health care services, including— 

(i) a hospital, nursing facility, compre-
hensive outpatient rehabilitation facility, 
home health agency, hospice program, 
renal dialysis facility, ambulatory surgical 
center, pharmacy, physician or health care 

practitioner’s office, long term care facil-
ity, behavior health residential treatment 
facility, clinical laboratory, or health cen-
ter; or 

(ii) a physician, physician assistant, 
nurse practitioner, clinical nurse special-
ist, certified registered nurse anesthetist, 
certified nurse midwife, psychologist, cer-
tified social worker, registered dietitian or 
nutrition professional, physical or occupa-
tional therapist, pharmacist, or other indi-
vidual health care practitioner; or 

(B) any other individual or entity specified 
in regulations promulgated by the Sec-
retary. 

(July 1, 1944, ch. 373, title IX, § 921, as added Pub. 
L. 109–41, § 2(a)(5), July 29, 2005, 119 Stat. 424.) 

REFERENCES IN TEXT 

Section 264(c) of the Health Insurance Portability and 
Accountability Act of 1996, referred to in par. (1), is sec-
tion 264(c) of Pub. L. 104–191, which is set out as a note 
under section 1320d–2 of this title. 

PRIOR PROVISIONS 

A prior section 921 of act July 1, 1944, was renumbered 
section 931 and is classified to section 299c of this title. 

Another prior section 921 of act July 1, 1944, was clas-
sified to section 299c of this title prior to the general 
amendment of this subchapter by Pub. L. 106–129. 

§ 299b–22. Privilege and confidentiality protec-
tions 

(a) Privilege 

Notwithstanding any other provision of Fed-
eral, State, or local law, and subject to sub-
section (c) of this section, patient safety work 
product shall be privileged and shall not be— 

(1) subject to a Federal, State, or local civil, 
criminal, or administrative subpoena or order, 
including in a Federal, State, or local civil or 
administrative disciplinary proceeding against 
a provider; 

(2) subject to discovery in connection with a 
Federal, State, or local civil, criminal, or ad-
ministrative proceeding, including in a Fed-
eral, State, or local civil or administrative 
disciplinary proceeding against a provider; 

(3) subject to disclosure pursuant to section 
552 of title 5 (commonly known as the Free-
dom of Information Act) or any other similar 
Federal, State, or local law; 

(4) admitted as evidence in any Federal, 
State, or local governmental civil proceeding, 
criminal proceeding, administrative rule-
making proceeding, or administrative adju-
dicatory proceeding, including any such pro-
ceeding against a provider; or 

(5) admitted in a professional disciplinary 
proceeding of a professional disciplinary body 
established or specifically authorized under 
State law. 

(b) Confidentiality of patient safety work prod-
uct 

Notwithstanding any other provision of Fed-
eral, State, or local law, and subject to sub-
section (c) of this section, patient safety work 
product shall be confidential and shall not be 
disclosed. 

(c) Exceptions 

Except as provided in subsection (g)(3) of this 
section— 
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(1) Exceptions from privilege and confidential-
ity 

Subsections (a) and (b) of this section shall 
not apply to (and shall not be construed to 
prohibit) one or more of the following disclo-
sures: 

(A) Disclosure of relevant patient safety 
work product for use in a criminal proceed-
ing, but only after a court makes an in cam-
era determination that such patient safety 
work product contains evidence of a crimi-
nal act and that such patient safety work 
product is material to the proceeding and 
not reasonably available from any other 
source. 

(B) Disclosure of patient safety work prod-
uct to the extent required to carry out sub-
section (f)(4)(A) of this section. 

(C) Disclosure of identifiable patient safe-
ty work product if authorized by each pro-
vider identified in such work product. 

(2) Exceptions from confidentiality 

Subsection (b) of this section shall not apply 
to (and shall not be construed to prohibit) one 
or more of the following disclosures: 

(A) Disclosure of patient safety work prod-
uct to carry out patient safety activities. 

(B) Disclosure of nonidentifiable patient 
safety work product. 

(C) Disclosure of patient safety work prod-
uct to grantees, contractors, or other enti-
ties carrying out research, evaluation, or 
demonstration projects authorized, funded, 
certified, or otherwise sanctioned by rule or 
other means by the Secretary, for the pur-
pose of conducting research to the extent 
that disclosure of protected health informa-
tion would be allowed for such purpose under 
the HIPAA confidentiality regulations. 

(D) Disclosure by a provider to the Food 
and Drug Administration with respect to a 
product or activity regulated by the Food 
and Drug Administration. 

(E) Voluntary disclosure of patient safety 
work product by a provider to an accrediting 
body that accredits that provider. 

(F) Disclosures that the Secretary may de-
termine, by rule or other means, are nec-
essary for business operations and are con-
sistent with the goals of this part. 

(G) Disclosure of patient safety work prod-
uct to law enforcement authorities relating 
to the commission of a crime (or to an event 
reasonably believed to be a crime) if the per-
son making the disclosure believes, reason-
ably under the circumstances, that the pa-
tient safety work product that is disclosed is 
necessary for criminal law enforcement pur-
poses. 

(H) With respect to a person other than a 
patient safety organization, the disclosure of 
patient safety work product that does not 
include materials that— 

(i) assess the quality of care of an identi-
fiable provider; or 

(ii) describe or pertain to one or more ac-
tions or failures to act by an identifiable 
provider. 

(3) Exception from privilege 

Subsection (a) of this section shall not apply 
to (and shall not be construed to prohibit) vol-

untary disclosure of nonidentifiable patient 
safety work product. 

(d) Continued protection of information after 
disclosure 

(1) In general 

Patient safety work product that is dis-
closed under subsection (c) of this section 
shall continue to be privileged and confiden-
tial as provided for in subsections (a) and (b) 
of this section, and such disclosure shall not 
be treated as a waiver of privilege or confiden-
tiality, and the privileged and confidential na-
ture of such work product shall also apply to 
such work product in the possession or control 
of a person to whom such work product was 
disclosed. 

(2) Exception 

Notwithstanding paragraph (1), and subject 
to paragraph (3)— 

(A) if patient safety work product is dis-
closed in a criminal proceeding, the con-
fidentiality protections provided for in sub-
section (b) of this section shall no longer 
apply to the work product so disclosed; and 

(B) if patient safety work product is dis-
closed as provided for in subsection (c)(2)(B) 
of this section (relating to disclosure of non-
identifiable patient safety work product), 
the privilege and confidentiality protections 
provided for in subsections (a) and (b) of this 
section shall no longer apply to such work 
product. 

(3) Construction 

Paragraph (2) shall not be construed as ter-
minating or limiting the privilege or confiden-
tiality protections provided for in subsection 
(a) or (b) of this section with respect to pa-
tient safety work product other than the spe-
cific patient safety work product disclosed as 
provided for in subsection (c) of this section. 

(4) Limitations on actions 

(A) Patient safety organizations 

(i) In general 

A patient safety organization shall not 
be compelled to disclose information col-
lected or developed under this part wheth-
er or not such information is patient safe-
ty work product unless such information is 
identified, is not patient safety work prod-
uct, and is not reasonably available from 
another source. 

(ii) Nonapplication 

The limitation contained in clause (i) 
shall not apply in an action against a pa-
tient safety organization or with respect 
to disclosures pursuant to subsection (c)(1) 
of this section. 

(B) Providers 

An accrediting body shall not take an ac-
crediting action against a provider based on 
the good faith participation of the provider 
in the collection, development, reporting, or 
maintenance of patient safety work product 
in accordance with this part. An accrediting 
body may not require a provider to reveal its 
communications with any patient safety or-
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ganization established in accordance with 
this part. 

(e) Reporter protection 

(1) In general 

A provider may not take an adverse employ-
ment action, as described in paragraph (2), 
against an individual based upon the fact that 
the individual in good faith reported informa-
tion— 

(A) to the provider with the intention of 
having the information reported to a patient 
safety organization; or 

(B) directly to a patient safety organiza-
tion. 

(2) Adverse employment action 

For purposes of this subsection, an ‘‘adverse 
employment action’’ includes— 

(A) loss of employment, the failure to pro-
mote an individual, or the failure to provide 
any other employment-related benefit for 
which the individual would otherwise be eli-
gible; or 

(B) an adverse evaluation or decision made 
in relation to accreditation, certification, 
credentialing, or licensing of the individual. 

(f) Enforcement 

(1) Civil monetary penalty 

Subject to paragraphs (2) and (3), a person 
who discloses identifiable patient safety work 
product in knowing or reckless violation of 
subsection (b) of this section shall be subject 
to a civil monetary penalty of not more than 
$10,000 for each act constituting such viola-
tion. 

(2) Procedure 

The provisions of section 1320a–7a of this 
title, other than subsections (a) and (b) and 
the first sentence of subsection (c)(1), shall 
apply to civil money penalties under this sub-
section in the same manner as such provisions 
apply to a penalty or proceeding under section 
1320a–7a of this title. 

(3) Relation to HIPAA 

Penalties shall not be imposed both under 
this subsection and under the regulations is-
sued pursuant to section 264(c)(1) of the Health 
Insurance Portability and Accountability Act 
of 1996 (42 U.S.C. 1320d–2 note) for a single act 
or omission. 

(4) Equitable relief 

(A) In general 

Without limiting remedies available to 
other parties, a civil action may be brought 
by any aggrieved individual to enjoin any 
act or practice that violates subsection (e) of 
this section and to obtain other appropriate 
equitable relief (including reinstatement, 
back pay, and restoration of benefits) to re-
dress such violation. 

(B) Against State employees 

An entity that is a State or an agency of 
a State government may not assert the 
privilege described in subsection (a) of this 
section unless before the time of the asser-
tion, the entity or, in the case of and with 

respect to an agency, the State has con-
sented to be subject to an action described 
in subparagraph (A), and that consent has 
remained in effect. 

(g) Rule of construction 

Nothing in this section shall be construed— 
(1) to limit the application of other Federal, 

State, or local laws that provide greater privi-
lege or confidentiality protections than the 
privilege and confidentiality protections pro-
vided for in this section; 

(2) to limit, alter, or affect the requirements 
of Federal, State, or local law pertaining to 
information that is not privileged or confiden-
tial under this section; 

(3) except as provided in subsection (i) of 
this section, to alter or affect the implementa-
tion of any provision of the HIPAA confiden-
tiality regulations or section 1320d–5 of this 
title (or regulations promulgated under such 
section); 

(4) to limit the authority of any provider, 
patient safety organization, or other entity to 
enter into a contract requiring greater con-
fidentiality or delegating authority to make a 
disclosure or use in accordance with this sec-
tion; 

(5) as preempting or otherwise affecting any 
State law requiring a provider to report infor-
mation that is not patient safety work prod-
uct; or 

(6) to limit, alter, or affect any requirement 
for reporting to the Food and Drug Adminis-
tration information regarding the safety of a 
product or activity regulated by the Food and 
Drug Administration. 

(h) Clarification 

Nothing in this part prohibits any person from 
conducting additional analysis for any purpose 
regardless of whether such additional analysis 
involves issues identical to or similar to those 
for which information was reported to or as-
sessed by a patient safety organization or a pa-
tient safety evaluation system. 

(i) Clarification of application of HIPAA con-
fidentiality regulations to patient safety or-
ganizations 

For purposes of applying the HIPAA confiden-
tiality regulations— 

(1) patient safety organizations shall be 
treated as business associates; and 

(2) patient safety activities of such organiza-
tions in relation to a provider are deemed to 
be health care operations (as defined in such 
regulations) of the provider. 

(j) Reports on strategies to improve patient safe-
ty 

(1) Draft report 

Not later than the date that is 18 months 
after any network of patient safety databases 
is operational, the Secretary, in consultation 
with the Director, shall prepare a draft report 
on effective strategies for reducing medical er-
rors and increasing patient safety. The draft 
report shall include any measure determined 
appropriate by the Secretary to encourage the 
appropriate use of such strategies, including 
use in any federally funded programs. The Sec-
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retary shall make the draft report available 
for public comment and submit the draft re-
port to the Institute of Medicine for review. 

(2) Final report 

Not later than 1 year after the date de-
scribed in paragraph (1), the Secretary shall 
submit a final report to the Congress. 

(July 1, 1944, ch. 373, title IX, § 922, as added Pub. 
L. 109–41, § 2(a)(5), July 29, 2005, 119 Stat. 427.) 

REFERENCES IN TEXT 

Section 264(c)(1) of the Health Insurance Portability 
and Accountability Act of 1996, referred to in subsec. 
(f)(3), is section 264(c)(1) of Pub. L. 104–191, which is set 
out as a note under section 1320d–2 of this title. 

PRIOR PROVISIONS 

A prior section 922 of act July 1, 1944, was renumbered 
section 932 and is classified to section 299c–1 of this 
title. 

Another prior section 922 of act July 1, 1944, was clas-
sified to section 299c–1 of this title prior to the general 
amendment of this subchapter by Pub. L. 106–129. 

§ 299b–23. Network of patient safety databases 

(a) In general 

The Secretary shall facilitate the creation of, 
and maintain, a network of patient safety data-
bases that provides an interactive evidence- 
based management resource for providers, pa-
tient safety organizations, and other entities. 
The network of databases shall have the capac-
ity to accept, aggregate across the network, and 
analyze nonidentifiable patient safety work 
product voluntarily reported by patient safety 
organizations, providers, or other entities. The 
Secretary shall assess the feasibility of provid-
ing for a single point of access to the network 
for qualified researchers for information aggre-
gated across the network and, if feasible, pro-
vide for implementation. 

(b) Data standards 

The Secretary may determine common for-
mats for the reporting to and among the net-
work of patient safety databases maintained 
under subsection (a) of this section of non-
identifiable patient safety work product, includ-
ing necessary work product elements, common 
and consistent definitions, and a standardized 
computer interface for the processing of such 
work product. To the extent practicable, such 
standards shall be consistent with the adminis-
trative simplification provisions of part C of 
title XI of the Social Security Act [42 U.S.C. 
1320d et seq.]. 

(c) Use of information 

Information reported to and among the net-
work of patient safety databases under sub-
section (a) of this section shall be used to ana-
lyze national and regional statistics, including 
trends and patterns of health care errors. The 
information resulting from such analyses shall 
be made available to the public and included in 
the annual quality reports prepared under sec-
tion 299b–2(b)(2) of this title. 

(July 1, 1944, ch. 373, title IX, § 923, as added Pub. 
L. 109–41, § 2(a)(5), July 29, 2005, 119 Stat. 431.) 

REFERENCES IN TEXT 

The Social Security Act, referred to in subsec. (b), is 
act Aug. 14, 1935, ch. 531, 49 Stat. 620, as amended. Part 

C of title XI of the Act is classified generally to part 
C (§ 1320d et seq.) of subchapter XI of chapter 7 of this 
title. For complete classification of this Act to the 
Code, see section 1305 of this title and Tables. 

PRIOR PROVISIONS 

A prior section 923 of act July 1, 1944, was renumbered 
section 933 and is classified to section 299c–2 of this 
title. 

Another prior section 923 of act July 1, 1944, was clas-
sified to section 299c–2 of this title prior to the general 
amendment of this subchapter by Pub. L. 106–129. 

§ 299b–24. Patient safety organization certifi-
cation and listing 

(a) Certification 

(1) Initial certification 

An entity that seeks to be a patient safety 
organization shall submit an initial certifi-
cation to the Secretary that the entity— 

(A) has policies and procedures in place to 
perform each of the patient safety activities 
described in section 299b–21(5) of this title; 
and 

(B) upon being listed under subsection (d) 
of this section, will comply with the criteria 
described in subsection (b) of this section. 

(2) Subsequent certifications 

An entity that is a patient safety organiza-
tion shall submit every 3 years after the date 
of its initial listing under subsection (d) of 
this section a subsequent certification to the 
Secretary that the entity— 

(A) is performing each of the patient safe-
ty activities described in section 299b–21(5) 
of this title; and 

(B) is complying with the criteria de-
scribed in subsection (b) of this section. 

(b) Criteria 

(1) In general 

The following are criteria for the initial and 
subsequent certification of an entity as a pa-
tient safety organization: 

(A) The mission and primary activity of 
the entity are to conduct activities that are 
to improve patient safety and the quality of 
health care delivery. 

(B) The entity has appropriately qualified 
staff (whether directly or through contract), 
including licensed or certified medical pro-
fessionals. 

(C) The entity, within each 24-month pe-
riod that begins after the date of the initial 
listing under subsection (d) of this section, 
has bona fide contracts, each of a reasonable 
period of time, with more than 1 provider for 
the purpose of receiving and reviewing pa-
tient safety work product. 

(D) The entity is not, and is not a compo-
nent of, a health insurance issuer (as defined 
in section 300gg–91(b)(2) of this title). 

(E) The entity shall fully disclose— 
(i) any financial, reporting, or contrac-

tual relationship between the entity and 
any provider that contracts with the en-
tity; and 

(ii) if applicable, the fact that the entity 
is not managed, controlled, and operated 
independently from any provider that con-
tracts with the entity. 
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(F) To the extent practical and appro-
priate, the entity collects patient safety 
work product from providers in a standard-
ized manner that permits valid comparisons 
of similar cases among similar providers. 

(G) The utilization of patient safety work 
product for the purpose of providing direct 
feedback and assistance to providers to ef-
fectively minimize patient risk. 

(2) Additional criteria for component organiza-
tions 

If an entity that seeks to be a patient safety 
organization is a component of another orga-
nization, the following are additional criteria 
for the initial and subsequent certification of 
the entity as a patient safety organization: 

(A) The entity maintains patient safety 
work product separately from the rest of the 
organization, and establishes appropriate se-
curity measures to maintain the confiden-
tiality of the patient safety work product. 

(B) The entity does not make an unauthor-
ized disclosure under this part of patient 
safety work product to the rest of the orga-
nization in breach of confidentiality. 

(C) The mission of the entity does not cre-
ate a conflict of interest with the rest of the 
organization. 

(c) Review of certification 

(1) In general 

(A) Initial certification 

Upon the submission by an entity of an 
initial certification under subsection (a)(1) 
of this section, the Secretary shall deter-
mine if the certification meets the require-
ments of subparagraphs (A) and (B) of such 
subsection. 

(B) Subsequent certification 

Upon the submission by an entity of a sub-
sequent certification under subsection (a)(2) 
of this section, the Secretary shall review 
the certification with respect to require-
ments of subparagraphs (A) and (B) of such 
subsection. 

(2) Notice of acceptance or non-acceptance 

If the Secretary determines that— 
(A) an entity’s initial certification meets 

requirements referred to in paragraph (1)(A), 
the Secretary shall notify the entity of the 
acceptance of such certification; or 

(B) an entity’s initial certification does 
not meet such requirements, the Secretary 
shall notify the entity that such certifi-
cation is not accepted and the reasons there-
for. 

(3) Disclosures regarding relationship to pro-
viders 

The Secretary shall consider any disclosures 
under subsection (b)(1)(E) of this section by an 
entity and shall make public findings on 
whether the entity can fairly and accurately 
perform the patient safety activities of a pa-
tient safety organization. The Secretary shall 
take those findings into consideration in de-
termining whether to accept the entity’s ini-
tial certification and any subsequent certifi-
cation submitted under subsection (a) of this 

section and, based on those findings, may 
deny, condition, or revoke acceptance of the 
entity’s certification. 

(d) Listing 

The Secretary shall compile and maintain a 
listing of entities with respect to which there is 
an acceptance of a certification pursuant to sub-
section (c)(2)(A) of this section that has not been 
revoked under subsection (e) of this section or 
voluntarily relinquished. 

(e) Revocation of acceptance of certification 

(1) In general 

If, after notice of deficiency, an opportunity 
for a hearing, and a reasonable opportunity for 
correction, the Secretary determines that a 
patient safety organization does not meet the 
certification requirements under subsection 
(a)(2) of this section, including subparagraphs 
(A) and (B) of such subsection, the Secretary 
shall revoke the Secretary’s acceptance of the 
certification of such organization. 

(2) Supplying confirmation of notification to 
providers 

Within 15 days of a revocation under para-
graph (1), a patient safety organization shall 
submit to the Secretary a confirmation that 
the organization has taken all reasonable ac-
tions to notify each provider whose patient 
safety work product is collected or analyzed 
by the organization of such revocation. 

(3) Publication of decision 

If the Secretary revokes the certification of 
an organization under paragraph (1), the Sec-
retary shall— 

(A) remove the organization from the list-
ing maintained under subsection (d) of this 
section; and 

(B) publish notice of the revocation in the 
Federal Register. 

(f) Status of data after removal from listing 

(1) New data 

With respect to the privilege and confiden-
tiality protections described in section 299b–22 
of this title, data submitted to an entity with-
in 30 days after the entity is removed from the 
listing under subsection (e)(3)(A) of this sec-
tion shall have the same status as data sub-
mitted while the entity was still listed. 

(2) Protection to continue to apply 

If the privilege and confidentiality protec-
tions described in section 299b–22 of this title 
applied to patient safety work product while 
an entity was listed, or to data described in 
paragraph (1), such protections shall continue 
to apply to such work product or data after 
the entity is removed from the listing under 
subsection (e)(3)(A) of this section. 

(g) Disposition of work product and data 

If the Secretary removes a patient safety or-
ganization from the listing as provided for in 
subsection (e)(3)(A) of this section, with respect 
to the patient safety work product or data de-
scribed in subsection (f)(1) of this section that 
the patient safety organization received from 
another entity, such former patient safety orga-
nization shall— 
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(1) with the approval of the other entity and 
a patient safety organization, transfer such 
work product or data to such patient safety 
organization; 

(2) return such work product or data to the 
entity that submitted the work product or 
data; or 

(3) if returning such work product or data to 
such entity is not practicable, destroy such 
work product or data. 

(July 1, 1944, ch. 373, title IX, § 924, as added Pub. 
L. 109–41, § 2(a)(5), July 29, 2005, 119 Stat. 431.) 

PRIOR PROVISIONS 

A prior section 924 of act July 1, 1944, was renumbered 
section 934 and is classified to section 299c–3 of this 
title. 

Another prior section 924 of act July 1, 1944, was clas-
sified to section 299c–3 of this title prior to the general 
amendment of this subchapter by Pub. L. 106–129. 

§ 299b–25. Technical assistance 

The Secretary, acting through the Director, 
may provide technical assistance to patient 
safety organizations, including convening an-
nual meetings for patient safety organizations 
to discuss methodology, communication, data 
collection, or privacy concerns. 

(July 1, 1944, ch. 373, title IX, § 925, as added Pub. 
L. 109–41, § 2(a)(5), July 29, 2005, 119 Stat. 434.) 

PRIOR PROVISIONS 

A prior section 925 of act July 1, 1944, was renumbered 
section 935 and is classified to section 299c–4 of this 
title. 

Another prior section 925 of act July 1, 1944, was clas-
sified to section 299c–4 of this title prior to the general 
amendment of this subchapter by Pub. L. 106–129. 

§ 299b–26. Severability 

If any provision of this part is held to be un-
constitutional, the remainder of this part shall 
not be affected. 

(July 1, 1944, ch. 373, title IX, § 926, as added Pub. 
L. 109–41, § 2(a)(5), July 29, 2005, 119 Stat. 434.) 

PRIOR PROVISIONS 

A prior section 926 of act July 1, 1944, was renumbered 
section 936 and is classified to section 299c–5 of this 
title. 

Another prior section 926 of act July 1, 1944, was clas-
sified to section 299c–5 of this title prior to the general 
amendment of this subchapter by Pub. L. 106–129. 

PART D—GENERAL PROVISIONS 

AMENDMENTS 

2005—Pub. L. 109–41, § 2(a)(2), July 29, 2005, 119 Stat. 
424, redesignated part C ‘‘General Provisions’’ as D. 

§ 299c. Advisory Council for Healthcare Research 
and Quality 

(a) Establishment 

There is established an advisory council to be 
known as the National Advisory Council for 
Healthcare Research and Quality. 

(b) Duties 

(1) In general 

The Advisory Council shall advise the Sec-
retary and the Director with respect to activi-

ties proposed or undertaken to carry out the 
mission of the Agency under section 299(b) of 
this title. 

(2) Certain recommendations 

Activities of the Advisory Council under 
paragraph (1) shall include making recom-
mendations to the Director regarding— 

(A) priorities regarding health care re-
search, especially studies related to quality, 
outcomes, cost and the utilization of, and 
access to, health care services; 

(B) the field of health care research and re-
lated disciplines, especially issues related to 
training needs, and dissemination of infor-
mation pertaining to health care quality; 
and 

(C) the appropriate role of the Agency in 
each of these areas in light of private sector 
activity and identification of opportunities 
for public-private sector partnerships. 

(c) Membership 

(1) In general 

The Advisory Council shall, in accordance 
with this subsection, be composed of appointed 
members and ex officio members. All members 
of the Advisory Council shall be voting mem-
bers other than the individuals designated 
under paragraph (3)(B) as ex officio members. 

(2) Appointed members 

The Secretary shall appoint to the Advisory 
Council 21 appropriately qualified individuals. 
At least 17 members of the Advisory Council 
shall be representatives of the public who are 
not officers or employees of the United States 
and at least 1 member who shall be a specialist 
in the rural aspects of 1 or more of the profes-
sions or fields described in subparagraphs (A) 
through (G). The Secretary shall ensure that 
the appointed members of the Council, as a 
group, are representative of professions and 
entities concerned with, or affected by, activi-
ties under this subchapter and under section 
1320b–12 of this title. Of such members— 

(A) three shall be individuals distinguished 
in the conduct of research, demonstration 
projects, and evaluations with respect to 
health care; 

(B) three shall be individuals distinguished 
in the fields of health care quality research 
or health care improvement; 

(C) three shall be individuals distinguished 
in the practice of medicine of which at least 
one shall be a primary care practitioner; 

(D) three shall be individuals distinguished 
in the other health professions; 

(E) three shall be individuals either rep-
resenting the private health care sector, in-
cluding health plans, providers, and pur-
chasers or individuals distinguished as ad-
ministrators of health care delivery sys-
tems; 

(F) three shall be individuals distinguished 
in the fields of health care economics, infor-
mation systems, law, ethics, business, or 
public policy; and 

(G) three shall be individuals representing 
the interests of patients and consumers of 
health care. 
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(3) Ex officio members 

The Secretary shall designate as ex officio 
members of the Advisory Council— 

(A) the Assistant Secretary for Health, the 
Director of the National Institutes of 
Health, the Director of the Centers for Dis-
ease Control and Prevention, the Adminis-
trator of the Centers for Medicare & Medic-
aid Services, the Commissioner of the Food 
and Drug Administration, the Director of 
the Office of Personnel Management, the As-
sistant Secretary of Defense (Health Af-
fairs), and the Under Secretary for Health of 
the Department of Veterans Affairs; and 

(B) such other Federal officials as the Sec-
retary may consider appropriate. 

(d) Terms 

(1) In general 

Members of the Advisory Council appointed 
under subsection (c)(2) of this section shall 
serve for a term of 3 years. 

(2) Staggered terms 

To ensure the staggered rotation of one- 
third of the members of the Advisory Council 
each year, the Secretary is authorized to ap-
point the initial members of the Advisory 
Council for terms of 1, 2, or 3 years. 

(3) Service beyond term 

A member of the Council appointed under 
subsection (c)(2) of this section may continue 
to serve after the expiration of the term of the 
members until a successor is appointed. 

(e) Vacancies 

If a member of the Advisory Council appointed 
under subsection (c)(2) of this section does not 
serve the full term applicable under subsection 
(d) of this section, the individual appointed to 
fill the resulting vacancy shall be appointed for 
the remainder of the term of the predecessor of 
the individual. 

(f) Chair 

The Director shall, from among the members 
of the Advisory Council appointed under sub-
section (c)(2) of this section, designate an indi-
vidual to serve as the chair of the Advisory 
Council. 

(g) Meetings 

The Advisory Council shall meet not less than 
once during each discrete 4-month period and 
shall otherwise meet at the call of the Director 
or the chair. 

(h) Compensation and reimbursement of ex-
penses 

(1) Appointed members 

Members of the Advisory Council appointed 
under subsection (c)(2) of this section shall re-
ceive compensation for each day (including 
travel time) engaged in carrying out the du-
ties of the Advisory Council unless declined by 
the member. Such compensation may not be 
in an amount in excess of the daily equivalent 
of the annual rate of basic pay prescribed for 
level IV of the Executive Schedule under sec-
tion 5315 of title 5 for each day during which 
such member is engaged in the performance of 
the duties of the Advisory Council. 

(2) Ex officio members 

Officials designated under subsection (c)(3) 
of this section as ex officio members of the Ad-
visory Council may not receive compensation 
for service on the Advisory Council in addition 
to the compensation otherwise received for du-
ties carried out as officers of the United 
States. 

(i) Staff 

The Director shall provide to the Advisory 
Council such staff, information, and other as-
sistance as may be necessary to carry out the 
duties of the Council. 

(j) Duration 

Notwithstanding section 14(a) of the Federal 
Advisory Committee Act, the Advisory Council 
shall continue in existence until otherwise pro-
vided by law. 

(July 1, 1944, ch. 373, title IX, § 931, formerly § 921, 
as added Pub. L. 106–129, § 2(a), Dec. 6, 1999, 113 
Stat. 1663; amended Pub. L. 108–173, title IX, 
§ 900(e)(2)(D), Dec. 8, 2003, 117 Stat. 2372; renum-
bered § 931, Pub. L. 109–41, § 2(a)(3), July 29, 2005, 
119 Stat. 424.) 

REFERENCES IN TEXT 

Section 14(a) of the Federal Advisory Committee Act, 
referred to in subsec. (j), is section 14(a) of Pub. L. 
92–463, which is set out in the Appendix to Title 5. 

PRIOR PROVISIONS 

A prior section 299c, act July 1, 1944, ch. 373, title IX, 
§ 921, as added Pub. L. 101–239, title VI, § 6103(c), Dec. 19, 
1989, 103 Stat. 2199; amended Pub. L. 102–410, § 8, Oct. 13, 
1992, 106 Stat. 2100, established the Advisory Council for 
Health Care Policy, Research, and Evaluation, prior to 
the general amendment of this subchapter by Pub. L. 
106–129. 

Another prior section 299c, act July 1, 1944, ch. 373, 
title IX, § 903, as added Oct. 6, 1965, Pub. L. 89–239, § 2, 
79 Stat. 927; amended Oct. 15, 1968, Pub. L. 90–574, title 
I, § 104, 82 Stat. 1005; Oct. 30, 1970, Pub. L. 91–515, title 
I, §§ 105, 111(b), 84 Stat. 1299, 1301, authorized Secretary 
to make planning grants and set forth requirements for 
grant applications, prior to repeal by Pub. L. 99–117, 
§ 12(d), Oct. 7, 1985, 99 Stat. 495. 

AMENDMENTS 

2003—Subsec. (c)(3)(A). Pub. L. 108–173 substituted 
‘‘Centers for Medicare & Medicaid Services’’ for 
‘‘Health Care Financing Administration’’. 

§ 299c–1. Peer review with respect to grants and 
contracts 

(a) Requirement of review 

(1) In general 

Appropriate technical and scientific peer re-
view shall be conducted with respect to each 
application for a grant, cooperative agree-
ment, or contract under this subchapter. 

(2) Reports to Director 

Each peer review group to which an applica-
tion is submitted pursuant to paragraph (1) 
shall report its finding and recommendations 
respecting the application to the Director in 
such form and in such manner as the Director 
shall require. 

(b) Approval as precondition of awards 

The Director may not approve an application 
described in subsection (a)(1) of this section un-
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less the application is recommended for ap-
proval by a peer review group established under 
subsection (c) of this section. 

(c) Establishment of peer review groups 

(1) In general 

The Director shall establish such technical 
and scientific peer review groups as may be 
necessary to carry out this section. Such 
groups shall be established without regard to 
the provisions of title 5 that govern appoint-
ments in the competitive service, and without 
regard to the provisions of chapter 51, and sub-
chapter III of chapter 53, of such title that re-
late to classification and pay rates under the 
General Schedule. 

(2) Membership 

The members of any peer review group es-
tablished under this section shall be appointed 
from among individuals who by virtue of their 
training or experience are eminently qualified 
to carry out the duties of such peer review 
group. Officers and employees of the United 
States may not constitute more than 25 per-
cent of the membership of any such group. 
Such officers and employees may not receive 
compensation for service on such groups in ad-
dition to the compensation otherwise received 
for these duties carried out as such officers 
and employees. 

(3) Duration 

Notwithstanding section 14(a) of the Federal 
Advisory Committee Act, peer review groups 
established under this section may continue in 
existence until otherwise provided by law. 

(4) Qualifications 

Members of any peer review group shall, at 
a minimum, meet the following requirements: 

(A) Such members shall agree in writing to 
treat information received, pursuant to 
their work for the group, as confidential in-
formation, except that this subparagraph 
shall not apply to public records and public 
information. 

(B) Such members shall agree in writing to 
recuse themselves from participation in the 
peer review of specific applications which 
present a potential personal conflict of in-
terest or appearance of such conflict, includ-
ing employment in a directly affected orga-
nization, stock ownership, or any financial 
or other arrangement that might introduce 
bias in the process of peer review. 

(d) Authority for procedural adjustments in cer-
tain cases 

In the case of applications for financial assist-
ance whose direct costs will not exceed $100,000, 
the Director may make appropriate adjustments 
in the procedures otherwise established by the 
Director for the conduct of peer review under 
this section. Such adjustments may be made for 
the purpose of encouraging the entry of individ-
uals into the field of research, for the purpose of 
encouraging clinical practice-oriented or pro-
vider-based research, and for such other pur-
poses as the Director may determine to be ap-
propriate. 

(e) Regulations 

The Director shall issue regulations for the 
conduct of peer review under this section. 

(July 1, 1944, ch. 373, title IX, § 932, formerly § 922, 
as added Pub. L. 106–129, § 2(a), Dec. 6, 1999, 113 
Stat. 1665; renumbered § 932, Pub. L. 109–41, 
§ 2(a)(3), July 29, 2005, 119 Stat. 424.) 

REFERENCES IN TEXT 

The provisions of title 5 that govern appointments in 
the competitive service, referred to in subsec. (c)(1), are 
classified generally to section 3301 et seq. of Title 5, 
Government Organization and Employees. 

Section 14(a) of the Federal Advisory Committee Act, 
referred to in subsec. (c)(3), is section 14(a) of Pub. L. 
92–463, which is set out in the Appendix to Title 5. 

PRIOR PROVISIONS 

A prior section 299c–1, act July 1, 1944, ch. 373, title 
IX, § 922, as added Pub. L. 101–239, title VI, § 6103(c), Dec. 
19, 1989, 103 Stat. 2201; amended Pub. L. 101–508, title IV, 
§ 4118(f)(2)(F), Nov. 5, 1990, 104 Stat. 1388–70; Pub. L. 
102–410, § 5(d), Oct. 13, 1992, 106 Stat. 2098, related to peer 
review with respect to grants and contracts, prior to 
the general amendment of this subchapter by Pub. L. 
106–129. 

§ 299c–2. Certain provisions with respect to de-
velopment, collection, and dissemination of 
data 

(a) Standards with respect to utility of data 

(1) In general 

To ensure the utility, accuracy, and suffi-
ciency of data collected by or for the Agency 
for the purpose described in section 299(b) of 
this title, the Director shall establish stand-
ard methods for developing and collecting 
such data, taking into consideration— 

(A) other Federal health data collection 
standards; and 

(B) the differences between types of health 
care plans, delivery systems, health care 
providers, and provider arrangements. 

(2) Relationship with other Department pro-
grams 

In any case where standards under para-
graph (1) may affect the administration of 
other programs carried out by the Department 
of Health and Human Services, including the 
programs under title XVIII, XIX or XXI of the 
Social Security Act [42 U.S.C. 1395 et seq., 1396 
et seq., 1397aa et seq.], or may affect health in-
formation that is subject to a standard devel-
oped under part C of title XI of the Social Se-
curity Act [42 U.S.C. 1320d et seq.], they shall 
be in the form of recommendations to the Sec-
retary for such program. 

(b) Statistics and analyses 

The Director shall— 
(1) take appropriate action to ensure that 

statistics and analyses developed under this 
subchapter are of high quality, timely, and 
duly comprehensive, and that the statistics 
are specific, standardized, and adequately ana-
lyzed and indexed; and 

(2) publish, make available, and disseminate 
such statistics and analyses on as wide a basis 
as is practicable. 

(c) Authority regarding certain requests 

Upon request of a public or private entity, the 
Director may conduct or support research or 
analyses otherwise authorized by this sub-
chapter pursuant to arrangements under which 
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such entity will pay the cost of the services pro-
vided. Amounts received by the Director under 
such arrangements shall be available to the Di-
rector for obligation until expended. 

(July 1, 1944, ch. 373, title IX, § 933, formerly § 923, 
as added Pub. L. 106–129, § 2(a), Dec. 6, 1999, 113 
Stat. 1666; renumbered § 933, Pub. L. 109–41, 
§ 2(a)(3), July 29, 2005, 119 Stat. 424.) 

REFERENCES IN TEXT 

The Social Security Act, referred to in subsec. (a)(2), 
is act Aug. 14, 1935, ch. 531, 49 Stat. 620, as amended. 
Part C of title XI of the Act is classified generally to 
part C (§ 1320d et seq.) of title XI of chapter 7 of this 
title. Titles XVIII, XIX, and XXI of the Act are classi-
fied generally to subchapters XVIII (§ 1395 et seq.), XIX 
(§ 1396 et seq.), and XXI (§ 1397aa et seq.) of chapter 7 of 
this title, respectively. For complete classification of 
this Act to the Code, see section 1305 of this title and 
Tables. 

PRIOR PROVISIONS 

A prior section 299c–2, act July 1, 1944, ch. 373, title 
IX, § 923, as added Pub. L. 101–239, title VI, § 6103(c), Dec. 
19, 1989, 103 Stat. 2202; amended Pub. L. 102–410, § 5(e), 
Oct. 12, 1992, 106 Stat. 2098, related to development, col-
lection, and dissemination of data, prior to the general 
amendment of this subchapter by Pub. L. 106–129. 

§ 299c–3. Dissemination of information 

(a) In general 

The Director shall— 
(1) without regard to section 501 of title 44, 

promptly publish, make available, and other-
wise disseminate, in a form understandable 
and on as broad a basis as practicable so as to 
maximize its use, the results of research, dem-
onstration projects, and evaluations con-
ducted or supported under this subchapter; 

(2) ensure that information disseminated by 
the Agency is science-based and objective and 
undertakes consultation as necessary to assess 
the appropriateness and usefulness of the pres-
entation of information that is targeted to 
specific audiences; 

(3) promptly make available to the public 
data developed in such research, demonstra-
tion projects, and evaluations; 

(4) provide, in collaboration with the Na-
tional Library of Medicine where appropriate, 
indexing, abstracting, translating, publishing, 
and other services leading to a more effective 
and timely dissemination of information on 
research, demonstration projects, and evalua-
tions with respect to health care to public and 
private entities and individuals engaged in the 
improvement of health care delivery and the 
general public, and undertake programs to de-
velop new or improved methods for making 
such information available; and 

(5) as appropriate, provide technical assist-
ance to State and local government and health 
agencies and conduct liaison activities to such 
agencies to foster dissemination. 

(b) Prohibition against restrictions 

Except as provided in subsection (c) of this 
section, the Director may not restrict the publi-
cation or dissemination of data from, or the re-
sults of, projects conducted or supported under 
this subchapter. 

(c) Limitation on use of certain information 

No information, if an establishment or person 
supplying the information or described in it is 

identifiable, obtained in the course of activities 
undertaken or supported under this subchapter 
may be used for any purpose other than the pur-
pose for which it was supplied unless such estab-
lishment or person has consented (as determined 
under regulations of the Director) to its use for 
such other purpose. Such information may not 
be published or released in other form if the per-
son who supplied the information or who is de-
scribed in it is identifiable unless such person 
has consented (as determined under regulations 
of the Director) to its publication or release in 
other form. 

(d) Penalty 

Any person who violates subsection (c) of this 
section shall be subject to a civil monetary pen-
alty of not more than $10,000 for each such viola-
tion involved. Such penalty shall be imposed 
and collected in the same manner as civil money 
penalties under subsection (a) of section 1320a–7a 
of this title are imposed and collected. 

(July 1, 1944, ch. 373, title IX, § 934, formerly § 924, 
as added Pub. L. 106–129, § 2(a), Dec. 6, 1999, 113 
Stat. 1667; renumbered § 934, Pub. L. 109–41, 
§ 2(a)(3), July 29, 2005, 119 Stat. 424.) 

PRIOR PROVISIONS 

A prior section 299c–3, act July 1, 1944, ch. 373, title 
IX, § 924, as added Pub. L. 101–239, title VI, § 6103(c), Dec. 
19, 1989, 103 Stat. 2202; amended Pub. L. 102–410, § 9, Oct. 
13, 1992, 106 Stat. 2100, related to additional provisions 
with respect to grants and contracts, prior to the gen-
eral amendment of this subchapter by Pub. L. 106–129. 
See section 299c–4 of this title. 

§ 299c–4. Additional provisions with respect to 
grants and contracts 

(a) Financial conflicts of interest 

With respect to projects for which awards of 
grants, cooperative agreements, or contracts are 
authorized to be made under this subchapter, 
the Director shall by regulation define— 

(1) the specific circumstances that con-
stitute financial interests in such projects 
that will, or may be reasonably expected to, 
create a bias in favor of obtaining results in 
the projects that are consistent with such in-
terests; and 

(2) the actions that will be taken by the Di-
rector in response to any such interests identi-
fied by the Director. 

(b) Requirement of application 

The Director may not, with respect to any 
program under this subchapter authorizing the 
provision of grants, cooperative agreements, or 
contracts, provide any such financial assistance 
unless an application for the assistance is sub-
mitted to the Secretary and the application is in 
such form, is made in such manner, and contains 
such agreements, assurances, and information 
as the Director determines to be necessary to 
carry out the program involved. 

(c) Provision of supplies and services in lieu of 
funds 

(1) In general 

Upon the request of an entity receiving a 
grant, cooperative agreement, or contract 
under this subchapter, the Secretary may, 
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subject to paragraph (2), provide supplies, 
equipment, and services for the purpose of aid-
ing the entity in carrying out the project in-
volved and, for such purpose, may detail to the 
entity any officer or employee of the Depart-
ment of Health and Human Services. 

(2) Corresponding reduction in funds 

With respect to a request described in para-
graph (1), the Secretary shall reduce the 
amount of the financial assistance involved by 
an amount equal to the costs of detailing per-
sonnel and the fair market value of any sup-
plies, equipment, or services provided by the 
Director. The Secretary shall, for the payment 
of expenses incurred in complying with such 
request, expend the amounts withheld. 

(d) Applicability of certain provisions with re-
spect to contracts 

Contracts may be entered into under this part 
without regard to section 3324(a) and (b) of title 
31 and section 5 of title 41. 

(July 1, 1944, ch. 373, title IX, § 935, formerly § 925, 
as added Pub. L. 106–129, § 2(a), Dec. 6, 1999, 113 
Stat. 1668; renumbered § 935, Pub. L. 109–41, 
§ 2(a)(3), July 29, 2005, 119 Stat. 424.) 

CODIFICATION 

In subsec. (d), ‘‘section 3324(a) and (b) of title 31’’ sub-
stituted for reference to section 3648 of the Revised 
Statutes (31 U.S.C. 529) on authority of Pub. L. 97–258, 
§ 4(b), Sept. 13, 1982, 96 Stat. 1067, the first section of 
which enacted Title 31, Money and Finance. 

PRIOR PROVISIONS 

A prior section 299c–4, act July 1, 1944, ch. 373, title 
IX, § 925, as added Pub. L. 101–239, title VI, § 6103(c), Dec. 
19, 1989, 103 Stat. 2203; amended Pub. L. 104–201, div. A, 
title XVII, § 1723(a)(3)(B), Sept. 23, 1996, 110 Stat. 2759, 
related to certain administrative authorities, prior to 
the general amendment of this subchapter by Pub. L. 
106–129. See section 299c–5 of this title. 

§ 299c–5. Certain administrative authorities 

(a) Deputy director and other officers and em-
ployees 

(1) Deputy director 

The Director may appoint a deputy director 
for the Agency. 

(2) Other officers and employees 

The Director may appoint and fix the com-
pensation of such officers and employees as 
may be necessary to carry out this subchapter. 
Except as otherwise provided by law, such offi-
cers and employees shall be appointed in ac-
cordance with the civil service laws and their 
compensation fixed in accordance with title 5. 

(b) Facilities 

The Secretary, in carrying out this sub-
chapter— 

(1) may acquire, without regard to section 
8141 of title 40, by lease or otherwise through 
the Administrator of General Services, build-
ings or portions of buildings in the District of 
Columbia or communities located adjacent to 
the District of Columbia for use for a period 
not to exceed 10 years; and 

(2) may acquire, construct, improve, repair, 
operate, and maintain laboratory, research, 

and other necessary facilities and equipment, 
and such other real or personal property (in-
cluding patents) as the Secretary deems nec-
essary. 

(c) Provision of financial assistance 

The Director, in carrying out this subchapter, 
may make grants to public and nonprofit enti-
ties and individuals, and may enter into cooper-
ative agreements or contracts with public and 
private entities and individuals. 

(d) Utilization of certain personnel and re-
sources 

(1) Department of Health and Human Services 

The Director, in carrying out this sub-
chapter, may utilize personnel and equipment, 
facilities, and other physical resources of the 
Department of Health and Human Services, 
permit appropriate (as determined by the Sec-
retary) entities and individuals to utilize the 
physical resources of such Department, and 
provide technical assistance and advice. 

(2) Other agencies 

The Director, in carrying out this sub-
chapter, may use, with their consent, the serv-
ices, equipment, personnel, information, and 
facilities of other Federal, State, or local pub-
lic agencies, or of any foreign government, 
with or without reimbursement of such agen-
cies. 

(e) Consultants 

The Secretary, in carrying out this sub-
chapter, may secure, from time to time and for 
such periods as the Director deems advisable but 
in accordance with section 3109 of title 5, the as-
sistance and advice of consultants from the 
United States or abroad. 

(f) Experts 

(1) In general 

The Secretary may, in carrying out this sub-
chapter, obtain the services of not more than 
50 experts or consultants who have appropriate 
scientific or professional qualifications. Such 
experts or consultants shall be obtained in ac-
cordance with section 3109 of title 5, except 
that the limitation in such section on the du-
ration of service shall not apply. 

(2) Travel expenses 

(A) In general 

Experts and consultants whose services are 
obtained under paragraph (1) shall be paid or 
reimbursed for their expenses associated 
with traveling to and from their assignment 
location in accordance with sections 5724, 
5724a(a), 5724a(c), and 5726(c) of title 5. 

(B) Limitation 

Expenses specified in subparagraph (A) 
may not be allowed in connection with the 
assignment of an expert or consultant whose 
services are obtained under paragraph (1) un-
less and until the expert agrees in writing to 
complete the entire period of assignment, or 
1 year, whichever is shorter, unless sepa-
rated or reassigned for reasons that are be-
yond the control of the expert or consultant 
and that are acceptable to the Secretary. If 



Page 798 TITLE 42—THE PUBLIC HEALTH AND WELFARE § 299c–6 

the expert or consultant violates the agree-
ment, the money spent by the United States 
for the expenses specified in subparagraph 
(A) is recoverable from the expert or con-
sultant as a statutory obligation owed to the 
United States. The Secretary may waive in 
whole or in part a right of recovery under 
this subparagraph. 

(g) Voluntary and uncompensated services 

The Director, in carrying out this subchapter, 
may accept voluntary and uncompensated serv-
ices. 

(July 1, 1944, ch. 373, title IX, § 936, formerly § 926, 
as added Pub. L. 106–129, § 2(a), Dec. 6, 1999, 113 
Stat. 1668; renumbered § 936, Pub. L. 109–41, 
§ 2(a)(3), July 29, 2005, 119 Stat. 424.) 

REFERENCES IN TEXT 

The civil service laws, referred to in subsec. (a)(2), are 
set forth in Title 5, Government Organization and Em-
ployees. See, particularly, section 3301 et seq. of Title 
5. 

CODIFICATION 

In subsec. (b)(1), ‘‘section 8141 of title 40’’ substituted 
for ‘‘the Act of March 3, 1877 (40 U.S.C. 34)’’ on author-
ity of Pub. L. 107–217, § 5(c), Aug. 21, 2002, 116 Stat. 1303, 
the first section of which enacted Title 40, Public 
Buildings, Property, and Works. 

PRIOR PROVISIONS 

A prior section 299c–5, act July 1, 1944, ch. 373, title 
IX, § 926, as added Pub. L. 101–239, title VI, § 6103(c), Dec. 
19, 1989, 103 Stat. 2204; amended Pub. L. 101–381, title I, 
§ 102(7), Aug. 18, 1990, 104 Stat. 586; Pub. L. 102–410, § 10, 
Oct. 13, 1992, 106 Stat. 2101; Pub. L. 103–43, title XX, 
§ 2010(b)(8), June 10, 1993, 107 Stat. 214, authorized appro-
priations to carry out this subchapter, prior to the gen-
eral amendment of this subchapter by Pub. L. 106–129. 
See section 299c–6 of this title. 

§ 299c–6. Funding 

(a) Intent 

To ensure that the United States investment 
in biomedical research is rapidly translated into 
improvements in the quality of patient care, 
there must be a corresponding investment in re-
search on the most effective clinical and organi-
zational strategies for use of these findings in 
daily practice. The authorization levels in sub-
sections (b) and (c) of this section provide for a 
proportionate increase in health care research 
as the United States investment in biomedical 
research increases. 

(b) Authorization of appropriations 

For the purpose of carrying out this sub-
chapter, there are authorized to be appropriated 
$250,000,000 for fiscal year 2000, and such sums as 
may be necessary for each of the fiscal years 
2001 through 2005. 

(c) Evaluations 

In addition to amounts available pursuant to 
subsection (b) of this section for carrying out 
this subchapter, there shall be made available 
for such purpose, from the amounts made avail-
able pursuant to section 238j of this title (relat-
ing to evaluations), an amount equal to 40 per-
cent of the maximum amount authorized in such 
section 238j of this title to be made available for 
a fiscal year. 

(d) Health disparities research 

For the purpose of carrying out the activities 
under section 299a–1 of this title, there are au-
thorized to be appropriated $50,000,000 for fiscal 
year 2001, and such sums as may be necessary for 
each of the fiscal years 2002 through 2005. 

(e) Patient safety and quality improvement 

For the purpose of carrying out part C of this 
subchapter, there are authorized to be appro-
priated such sums as may be necessary for each 
of the fiscal years 2006 through 2010. 

(July 1, 1944, ch. 373, title IX, § 937, formerly § 927, 
as added Pub. L. 106–129, § 2(a), Dec. 6, 1999, 113 
Stat. 1670; amended Pub. L. 106–525, title II, 
§ 201(b), Nov. 22, 2000, 114 Stat. 2507; renumbered 
§ 937 and amended Pub. L. 109–41, § 2(a)(3), (b), 
July 29, 2005, 119 Stat. 424, 434.) 

PRIOR PROVISIONS 

A prior section 299c–6, act July 1, 1944, ch. 373, title 
IX, § 927, as added Pub. L. 101–239, title VI, § 6103(c), Dec. 
19, 1989, 103 Stat. 2204, set out definitions, prior to the 
general amendment of this subchapter by Pub. L. 
106–129. See section 299c–7 of this title. 

AMENDMENTS 

2005—Subsec. (e). Pub. L. 109–41, § 2(b), added subsec. 
(e). 

2000—Subsec. (d). Pub. L. 106–525 added subsec. (d). 

§ 299c–7. Definitions 

In this subchapter: 

(1) Advisory Council 

The term ‘‘Advisory Council’’ means the Na-
tional Advisory Council on Healthcare Re-
search and Quality established under section 
299c of this title. 

(2) Agency 

The term ‘‘Agency’’ means the Agency for 
Healthcare Research and Quality. 

(3) Director 

The term ‘‘Director’’ means the Director of 
the Agency for Healthcare Research and Qual-
ity. 

(July 1, 1944, ch. 373, title IX, § 938, formerly § 928, 
as added Pub. L. 106–129, § 2(a), Dec. 6, 1999, 113 
Stat. 1670; renumbered § 938 and amended Pub. L. 
109–41, § 2(a)(3), (4), July 29, 2005, 119 Stat. 424.) 

PRIOR PROVISIONS 

Prior sections 299d to 299j were repealed by Pub. L. 
99–117, § 12(d), Oct. 7, 1985, 99 Stat. 495. 

Section 299d, act July 1, 1944, ch. 373, title IX, § 904, as 
added Oct. 6, 1965, Pub. L. 89–239, § 2, 79 Stat. 928; 
amended Oct. 15, 1968, Pub. L. 90–574, title I, § 104, 82 
Stat. 1005; Oct. 30, 1970, Pub. L. 91–515, title I, §§ 106, 
111(b), 84 Stat. 1299, 1301, authorized Secretary to make 
grants for establishment and operation of regional 
medical programs and set forth requirements for grant 
applications. 

Section 299e, act July 1, 1944, ch. 373, title IX, § 905, as 
added Oct. 6, 1965, Pub. L. 89–239, § 2, 79 Stat. 929; 
amended Oct. 15, 1968, Pub. L. 90–574, title I, § 105, 82 
Stat. 1005; Oct. 30, 1970, Pub. L. 91–515, title I, §§ 107(a), 
111(b), title VI, § 601(b)(2), (4), 84 Stat. 1299, 1301, 1311; 
Oct. 17, 1979, Pub. L. 96–88, title V, § 509(b), 93 Stat. 695, 
provided for establishment of a National Advisory 
Council on Regional Medical Programs and its func-
tions. 

Section 299f, act July 1, 1944, ch. 373, title IX, § 906, as 
added Oct. 6, 1965, Pub. L. 89–239, § 2, 79 Stat. 930; 
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1 So in original. Probably should be ‘‘family’’. 

amended Oct. 30, 1970, Pub. L. 91–515, title I, § 111(b), 84 
Stat. 1301, authorized Secretary to establish rules and 
regulations covering terms of approval of grant appli-
cations and coordination of programs. 

Section 299g, act July 1, 1944, ch. 373, title IX, § 907, as 
added Oct. 6, 1965, Pub. L. 89–239, § 2, 79 Stat. 930; 
amended Oct. 30, 1970, Pub. L. 91–515, title I, §§ 108, 
111(b), 84 Stat. 1300, 1301, directed Secretary to compile 
a list of facilities equipped and staffed to provide most 
advanced methods for diagnosing and treating certain 
diseases and illnesses. 

Section 299h, act July 1, 1944, ch. 373, title IX, § 908, as 
added Oct. 6, 1965, Pub. L. 89–239, § 2, 79 Stat. 930, called 
for a report to the President and the Congress on or be-
fore June 30, 1967, by Surgeon General concerning ac-
tivities under this subchapter with required state-
ments, appraisals, and recommendations. 

Section 299i, act July 1, 1944, ch. 373, title IX, § 909, as 
added Oct. 6, 1965, Pub. L. 89–239, § 2, 79 Stat. 930; 
amended Oct. 30, 1970, Pub. L. 91–515, title I, §§ 109, 
111(b), 84 Stat. 1300, 1301; Oct. 17, 1979, Pub. L. 96–88, 
title V, § 509(b), 93 Stat. 695, provided for recordkeeping 
by grant recipients and for accessibility of records for 
audit and examination. 

Section 299j, act July 1, 1944, ch. 373, title IX, § 910, as 
added Oct. 15, 1968, Pub. L. 90–574, title I, § 106, 82 Stat. 
1005; amended Oct. 30, 1970, Pub. L. 91–515, title I, § 110, 
84 Stat. 1300, related to grants and contracts for multi-
program services, costs of special projects, and support 
of research, studies, investigations, training, and dem-
onstrations. 

AMENDMENTS 

2005—Par. (1). Pub. L. 109–41, § 2(a)(4), made technical 
amendment to reference in original act which appears 
in text as reference to section 299c of this title, requir-
ing no change in text. 

SUBCHAPTER VIII—POPULATION RE-
SEARCH AND VOLUNTARY FAMILY PLAN-
NING PROGRAMS 

§ 300. Project grants and contracts for family 
planning services 

(a) Authority of Secretary 

The Secretary is authorized to make grants to 
and enter into contracts with public or non-
profit private entities to assist in the establish-
ment and operation of voluntary family plan-
ning projects which shall offer a broad range of 
acceptable and effective family planning meth-
ods and services (including natural family plan-
ning methods, infertility services, and services 
for adolescents). To the extent practical, enti-
ties which receive grants or contracts under this 
subsection shall encourage familiy 1 participa-
tion in projects assisted under this subsection. 

(b) Factors determining awards; establishment 
and preservation of rights of local and re-
gional entities 

In making grants and contracts under this sec-
tion the Secretary shall take into account the 
number of patients to be served, the extent to 
which family planning services are needed lo-
cally, the relative need of the applicant, and its 
capacity to make rapid and effective use of such 
assistance. Local and regional entities shall be 
assured the right to apply for direct grants and 
contracts under this section, and the Secretary 
shall by regulation fully provide for and protect 
such right. 

(c) Reduction of grant amount 

The Secretary, at the request of a recipient of 
a grant under subsection (a) of this section, may 
reduce the amount of such grant by the fair 
market value of any supplies or equipment fur-
nished the grant recipient by the Secretary. The 
amount by which any such grant is so reduced 
shall be available for payment by the Secretary 
of the costs incurred in furnishing the supplies 
or equipment on which the reduction of such 
grant is based. Such amount shall be deemed as 
part of the grant and shall be deemed to have 
been paid to the grant recipient. 

(d) Authorization of appropriations 

For the purpose of making grants and con-
tracts under this section, there are authorized 
to be appropriated $30,000,000 for the fiscal year 
ending June 30, 1971; $60,000,000 for the fiscal 
year ending June 30, 1972; $111,500,000 for the fis-
cal year ending June 30, 1973, $111,500,000 each 
for the fiscal years ending June 30, 1974, and 
June 30, 1975; $115,000,000 for fiscal year 1976; 
$115,000,000 for the fiscal year ending September 
30, 1977; $136,400,000 for the fiscal year ending 
September 30, 1978; $200,000,000 for the fiscal year 
ending September 30, 1979; $230,000,000 for the fis-
cal year ending September 30, 1980; $264,500,000 
for the fiscal year ending September 30, 1981; 
$126,510,000 for the fiscal year ending September 
30, 1982; $139,200,000 for the fiscal year ending 
September 30, 1983; $150,830,000 for the fiscal year 
ending September 30, 1984; and $158,400,000 for 
the fiscal year ending September 30, 1985. 

(July 1, 1944, ch. 373, title X, § 1001, as added Pub. 
L. 91–572, § 6(c), Dec. 24, 1970, 84 Stat. 1506; 
amended Pub. L. 92–449, title III, § 301, Sept. 30, 
1972, 86 Stat. 754; Pub. L. 93–45, title I, § 111(a), 
June 18, 1973, 87 Stat. 93; Pub. L. 94–63, title II, 
§§ 202(a), 204(a), (b), title VII, § 701(d), July 29, 
1975, 89 Stat. 306–308, 352; Pub. L. 95–83, title III, 
§ 305(a), Aug. 1, 1977, 91 Stat. 388; Pub. L. 95–613, 
§ 1(a)(1), (b)(1), Nov. 8, 1978, 92 Stat. 3093; Pub. L 
97–35, title IX, § 931(a)(1), (b)(1), Aug. 13, 1981, 95 
Stat. 570; Pub. L. 97–414, §§ 8(n), 9(a), Jan. 4, 1983, 
96 Stat. 2061, 2064; Pub. L. 98–512, § 3(a), Oct. 19, 
1984, 98 Stat. 2409; Pub. L. 98–555, § 9, Oct. 30, 1984, 
98 Stat. 2857.) 

AMENDMENTS 

1984—Subsec. (c). Pub. L. 98–555 added subsec. (c). 
Former subsec. (c) redesignated (d). 

Pub. L. 98–512 inserted provisions authorizing appro-
priations for the fiscal year ending Sept. 30, 1985. 

Subsec. (d). Pub. L. 98–555 redesignated former subsec. 
(c) as (d). 

1983—Subsec. (c). Pub. L. 97–414, § 8(n), substituted a 
semicolon for a comma after ‘‘1981’’. 

Pub. L. 97–414, § 9(a), amended directory language of 
Pub. L. 97–35, § 931(a)(1), to correct a typographical 
error and did not involve any change in text. See 1981 
Amendment note below. 

1981—Subsec. (a). Pub. L. 97–35, § 931(b)(1), inserted 
provisions relating to family participation in projects. 

Subsec. (c). Pub. L. 97–35, § 931(a)(1), as amended by 
Pub. L. 97–414, § 9(a), inserted provisions authorizing ap-
propriations for fiscal years ending Sept. 30, 1982, 1983, 
and 1984. 

1978—Subsec. (a). Pub. L. 95–613, § 1(a)(1), inserted pro-
visions relating to infertility services and services for 
adolescents. 

Subsec. (c). Pub. L. 95–613, § 1(b)(1), inserted provi-
sions authorizing appropriations for fiscal years ending 
Sept. 30, 1979, 1980, and 1981. 
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