AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

106TH CONGRESS REPORT
1st Session HOUSE OF REPRESENTATIVES 106-305

HEALTH RESEARCH AND QUALITY ACT OF 1999

SEPTEMBER 8, 1999.—Committed to the Committee of the Whole House on the State

of the Union and ordered to be printed

Mr. BLILEY, from the Committee on Commerce,
submitted the following

REPORT

[To accompany H.R. 2506]

[Including cost estimate of the Congressional Budget Office]

The Committee on Commerce, to whom was referred the bill
(H.R. 2506) to amend title IX of the Public Health Service Act to
revise and extend the Agency for Health Care Policy and Research,
having considered the same, report favorably thereon with an

amendment and recommend that the bill as amended do pass.
CONTENTS

AMENAMENT ..neiiiiiiiiiiie ettt st
Purpose and Summary .........ccccceeeiieieenns
Background and Need for Legislation ....
Hearings ......ccccoeevvveeeciieeeiieeceeeeiee s
Committee Consideration
Committee Votes ......c..ccoceeveennenne

Committee Oversight Findings .........ccccceeevvvieviieeeenveeennns
Committee on Government Reform Oversight Findings ....
New Budget Authority, Entitlement Authority, and Tax E pen .
Committee Cost Estimate .......cccccooiiiiiiiiiniiiiiiiiieeeccceeeeeee
Congressional Budget Office Estimate ...

Federal Mandates Statement .................

Advisory Committee Statement ..........
Constitutional Authority Statement ..
Applicability to Legislative Branch ..........c..........

Section-by-Section Analysis of the Legislation ....................
Changes 1n Existing Law Made by the Bill, as Reported .......c.cccoccevviiininnienen.

AMENDMENT

The amendment is as follows:

69-006



2

Strike out all after the enacting clause and insert in lieu thereof
the following:
SECTION 1. SHORT TITLE.

This Act may be cited as the “Health Research and Quality Act of 1999”.
SEC. 2. AMENDMENT TO THE PUBLIC HEALTH SERVICE ACT.

(a) IN GENERAL.—Title IX of the Public Health Service Act (42 U.S.C. 299 et seq.)
is amended to read as follows:

“TITLE IX—AGENCY FOR HEALTH RESEARCH
AND QUALITY

“PART A—ESTABLISHMENT AND GENERAL DUTIES

“SEC. 901. MISSION AND DUTIES.

“(a) IN GENERAL.—There is established within the Public Health Service an agen-
cy to be known as the Agency for Health Research and Quality, which shall be head-
ed by a director appointed by the Secretary. The Secretary shall carry out this title
acting through the Director.

“(b) M1ssioN.—The purpose of the Agency is to enhance the quality, appropriate-
ness, and effectiveness of health services, and access to such services, through the
establishment of a broad base of scientific 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—

“(1) conducting and supporting research that develops and presents scientific
evidence regarding all aspects of health, 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, including 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;

‘:gF) methods for measuring quality and strategies for improving quality;
an

“(G) ways in which patients, consumers, purchasers, and practitioners ac-
quire new information about best practices and health benefits, the deter-
minants and impact of their use of this information;

“(2) synthesizing and disseminating available scientific evidence for use by
patients, consumers, practitioners, providers, purchasers, policy makers, and
educators; and

“(3) advancing private and public efforts to improve health care quality.

“(c) REQUIREMENTS WITH RESPECT TO RURAL AREAS AND PRIORITY POPU-
LATIONS.—In carrying out subsection (b), the Director shall undertake and support
research, demonstration projects, and evaluations with respect to—

“(1) the delivery of health services in rural areas (including frontier areas);

“(2) health services for low-income groups, and minority groups;

“(3) the health of children;

“(4) the elderly; and

“(5) people with special health care needs, including disabilities, chronic care
and end-of-life health care.

“SEC. 902. GENERAL AUTHORITIES.

“(a) IN GENERAL.—In carrying out section 901(b), the Director shall support dem-
onstration projects, conduct and support research, evaluations, training, research
networks, multi-disciplinary centers, technical assistance, and the dissemination of
information, on health care, and on systems for the delivery of such care, including
activities with respect to—

“(1) the quality, effectiveness, efficiency, appropriateness and value of health
care services;
“(2) quality measurement and improvement;
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“(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, organization, and market forces;

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

“(8) health statistics, surveys, database development, 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), to
include pre- and post-doctoral fellowships and training programs, young investi-
gator awards, and other programs and activities as appropriate. In carrying out
this subsection, the Director shall make use of funds made available under sec-
tion 487.

“(2) REQUIREMENTS.—In developing priorities for the allocation of training
funds under this subsection, the Director shall take into consideration shortages
in the number of trained researchers addressing 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 oper-
ating existing and new centers, for multidisciplinary health services research, dem-
onstration projects, evaluations, training, and policy analysis with respect to the
matters referred to in subsection (a).

“(d) RELATION TO CERTAIN AUTHORITIES REGARDING SOCIAL SECURITY.—Activities
authorized in this section shall be appropriately coordinated with experiments, dem-
onstration projects, and other related activities authorized by the Social Security Act
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 shall be carried out consistent with section 1142 of such Act.

“(e) DiscLAIMER.—The Agency shall not mandate national standards 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 national 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.

“PART B—HEALTH CARE IMPROVEMENT RESEARCH

“SEC. 911. HEALTH CARE OUTCOME IMPROVEMENT RESEARCH.

“(a) EVIDENCE RATING SYSTEMS.—In collaboration with experts from the public
and private sector, the Agency shall identify and disseminate methods or systems
that it uses to assess health care research results, particularly methods or systems
that it uses to rate the strength of the scientific evidence behind health care prac-
tice, 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 sub-
stantiating evidence using such methods or systems.

“(b) HEALTH CARE IMPROVEMENT RESEARCH CENTERS AND PROVIDER-BASED RE-
SEARCH NETWORKS.—

“(1) IN GENERAL.—In order to address the full continuum of care and out-
comes research, to link research to practice improvement, and to speed the dis-
semination of research findings to community practice settings, the Agency
shall employ research strategies and mechanisms that will link research di-
rectly with clinical practice in geographically diverse locations throughout the
United States, including—

“(A) Health Care Improvement Research Centers that combine dem-
onstrated multidisciplinary expertise in outcomes or quality improvement
research with linkages to relevant sites of care;

“(B) Provider-based Research Networks, including plan, facility, or deliv-
ery system sites of care (especially primary care), that can evaluate out-
comes and promote quality improvement; and

“(C) other innovative mechanisms or strategies to link research with clin-
ical practice.
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“(2) REQUIREMENTS.—The Director is authorized to establish the requirements
for entities applying for grants under this subsection.

“SEC. 912. 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 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 accrediting 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

“(i1) other populations, including those receiving long-term care serv-
ices;

“(B) the ongoing development, testing, and dissemination of quality meas-
ures, 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 improved health care information
systems;

“(E) the development of survey tools for the purpose of measuring partici-
pant and beneficiary assessments of their health care; and

“(F) identifying and disseminating information on mechanisms for the in-
tegration of information on quality into purchaser and consumer decision-
making processes.

“(b) CENTERS FOR EDUCATION AND RESEARCH ON THERAPEUTICS.—

“(1) IN GENERAL.—The Secretary, acting through the Director and in consulta-
tion 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 specified in paragraph (2).

“(2) REQUIRED ACTIVITIES.—The activities referred to in this paragraph are
the following:

“(A) The conduct of state-of-the-art research for the following purposes:

“(i) To increase awareness of—
“(I) new uses of drugs, biological products, and devices;
“(II) ways to improve the effective use of drugs, biological prod-
ucts, and devices; and
“(III) risks of new uses and risks of combinations of drugs and
biological products.
“@1) To provide objective clinical information to the following individ-
uals and entities:
“(I) Health care practitioners and other providers of health care
goods or services.
“(ITI) Pharmacists, pharmacy benefit managers and purchasers.
“(III) Health maintenance organizations and other managed
health care organizations.
“(IV) Health care insurers and governmental agencies.
“(V) Patients and consumers.
“(ii) 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 prod-
ucts, or devices; and
“(II) the prevention of adverse effects of drugs, biological prod-
ucts, and devices and the consequences of such effects, such as un-
necessary hospitalizations.

“(B) The conduct of research on the comparative effectiveness, cost-effec-
tiveness, 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 Secretary in the re-
view of new drugs.

“(c) REDUCING ERRORS IN MEDICINE.—The Director shall conduct and support re-
search and build private-public partnerships to—

“(1) identify the causes of preventable health care errors and patient injury
in health care delivery;
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“(2) develop, demonstrate, and evaluate strategies for reducing errors and im-
proving patient safety; and

“(3) promote the implementation of effective strategies throughout the health
care industry.

“SEC. 913. INFORMATION ON QUALITY AND COST OF CARE.

“(a) IN GENERAL.—In carrying out 902(a), the Director shall—

“(1) conduct a survey to collect data on a nationally representative sample of
the population on the cost, use and, for fiscal year 2001 and subsequent fiscal
years, quality of health care, including the types of health care services Ameri-
cans use, their access to health care services, frequency of use, how much is
paid for the services used, the source of those payments, the types and costs
of private health insurance, access, satisfaction, and quality of care for the gen-
eral population and also for populations identified in section 901(c); 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) will—

“(A) identify determinants of health outcomes and functional status, the
needs of special populations in such variables as well as an understanding
of changes over time, relationships to health care access and use, and mon-
itor 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 occurring clinical conditions for a nationally representative sam-
ple of the population; and

“(C) provide reliable national estimates for children and persons with spe-
cial health care needs through the use of supplements or periodic expan-
sions of the survey.

In expanding the Medical Expenditure Panel Survey, as in existence on the date
of enactment of this title) in fiscal year 2001 to collect information on the qual-
ity of care, the Director shall take into account any outcomes measurements
generally 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.

“SEC. 914. INFORMATION SYSTEMS FOR HEALTH CARE IMPROVEMENT.

“(a) IN GENERAL.—In order to foster a range of innovative approaches to the man-
agement and communication of health information, the Agency shall support re-
search, evaluations and initiatives to advance—

“(1) the use of information systems for the study of health care quality and
outcomes, including the generation of both individual provider and plan-level
comparative performance data;

“(2) training for health care practitioners and researchers in the use of infor-
mation systems;

“(3) the creation of effective linkages between various sources of health infor-
mation, including the development of information networks;

“(4) the delivery and coordination of evidence-based health care services, in-
cluding the use of real-time health care decision-support programs;

“(5) the structure, content, definition, and coding of health information data
and medical vocabularies in consultation with appropriate Federal entities and
shall seek input from appropriate private entities;

“(6) the use of computer-based health records in outpatient and inpatient set-
tings as a personal health record for individual health assessment and mainte-
nance, and for monitoring public health and outcomes of care within popu-
lations; 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 improving shared decision-making between patients
and their care-givers.

“SEC. 915. RESEARCH SUPPORTING PRIMARY CARE AND ACCESS IN UNDERSERVED AREAS.

“(a) PREVENTIVE SERVICES TASK FORCE.—
“(1) PURPOSE.—The Agency shall provide ongoing administrative, research,
and technical support for the operation of the Preventive Services Task Force.
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The Agency shall coordinate and support the dissemination of the Preventive
Services Task Force recommendations.

“(2) OPERATION.—The Preventive Services Task Force shall review the sci-
entific evidence related to the effectiveness, appropriateness, and cost-effective-
ness of clinical preventive services for the purpose of developing recommenda-
tions for the health care community, and updating previous recommendations,
regarding their usefulness in daily clinical practice. In carrying out its respon-
sibilities under paragraph (1), the Task Force shall not be subject to the provi-
sions of Appendix 2 of title 5, United States Code.

“(b) PRIMARY CARE RESEARCH.—

“(1) IN GENERAL.—There is established within the Agency a Center for Pri-
mary Care Research (referred to in this subsection as the ‘Center’) that shall
serve as the principal source of funding for primary care practice research in
the Department of Health and Human Services. For purposes of this paragraph,
primary care research focuses on the first contact when illness or health con-
cerns arise, the diagnosis, treatment or referral to specialty care, preventive
care, and the relationship between the clinician and the patient in the context
of the family and community.

“(2) RESEARCH.—In carrying out this section, the Center shall conduct and
support research concerning—

“(A) the nature and characteristics of primary care practice;
“(B) the management of commonly occurring clinical problems;
“(C) the management of undifferentiated clinical problems; and
“(D) the continuity and coordination of health services.

“SEC. 916. CLINICAL PRACTICE AND TECHNOLOGY INNOVATION.

“(a) IN GENERAL.—The Director shall promote innovation in evidence-based clin-
ical practice and health care technologies by—

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

“(2) developing, evaluating, and disseminating methodologies for assessments
of health care practices and health care technologies;

“(3) conducting intramural and supporting extramural assessments of existing
and new health care practices and technologies;

“(4) promoting education, training, and providing technical assistance in the
use of health care practice and health care technology assessment methodolo-
gies and results; and

“(5) working with the National Library of Medicine and the public and private
sector to develop an electronic clearinghouse of currently available assessments
and those in progress.

“(b) SPECIFICATION OF PROCESS.—

“(1) IN GENERAL.—Not later than December 31, 2000, the Director shall de-
velop and publish a description of the methods used by the Agency and its con-
tractors for practice and technology assessment.

“(2) CONSULTATIONS.—In carrying out this subsection, the Director shall co-
operate and consult with the Assistant Secretary for Health, the Administrator
of the Health Care Financing Administration, the Director of the National Insti-
tutes of Health, the Commissioner of Food and Drugs, and the heads of any
other interested Federal department or agency, and shall seek input, where ap-
propriate, from professional societies and other private and public entities.

“(3) METHODOLOGY.—The Director shall, in developing the methods 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 technologies and practices; and
“(E) requirements of Food and Drug Administration approval to avoid du-
plication.
“(c) SPECIFIC ASSESSMENTS.—

“(1) IN GENERAL.—The Director shall conduct or support specific 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 Health Care Financing
Administration, the Department of Defense, the Department of Veterans Af-
fairs, the Office of Personnel Management, and other public or private entities.

“(3) GRANTS AND CONTRACTS.—In addition to conducting assessments, the Di-
rector may make grants to, or enter into cooperative agreements or contracts
with, entities described in paragraph (4) for the purpose of conducting assess-
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ments of experimental, emerging, existing, or potentially outmoded health care
technologies, and for related activities.

“(4) ELIGIBLE ENTITIES.—An entity described in this paragraph is an entity
that is determined to be appropriate by the Director, including academic med-
ical centers, research institutions and organizations, professional organizations,
third party payers, governmental agencies, and consortia of appropriate re-
search entities established for the purpose of conducting technology assess-
ments.

“SEC. 917. COORDINATION OF FEDERAL GOVERNMENT QUALITY IMPROVEMENT EFFORTS.

“(a) REQUIREMENT.—

“(1) IN GENERAL.—To avoid duplication and ensure that Federal resources are
used efficiently and effectively, the Secretary, acting through the Director, shall
coordinate all research, evaluations, and demonstrations related to health serv-
ices research, quality measurement and quality improvement activities under-
taken and supported by the Federal Government.

“(2) SPECIFIC ACTIVITIES.—The Director, in collaboration with the appropriate
Federal officials representing all concerned executive agencies and departments,
shall develop and manage a process to—

“(A) improve interagency coordination, priority setting, and the use and
sharing of research findings and data pertaining to Federal quality im-
provement programs, technology assessment, and health services research;

“(B) strengthen the research information infrastructure, including data-
bases, pertaining to Federal health services research and health care qual-
ity improvement initiatives;

“(C) set specific goals for participating agencies and departments to fur-
ther health services research and health care quality improvement; and

“(D) strengthen the management of Federal health care quality improve-
ment programs.

“(b) STUDY BY THE INSTITUTE OF MEDICINE.—

“(1) INn GENERAL.—To provide Congress, the Department of Health and
Human Services, and other relevant departments with an independent, external
review of their quality oversight, quality improvement and quality research pro-
grams, the Secretary shall enter into a contract with the Institute of Medicine—

“(A) to describe and evaluate current quality improvement, quality re-
search and quality monitoring processes through—

“{i) an overview of pertinent health services research activities and
quality improvement efforts conducted by all Federal programs, with
particular attention paid to those under titles XVIII, XIX, and XXI of
the Social Security Act; and

“(i1) a summary of the partnerships that the Department of Health
and Human Services has pursued with private accreditation, quality
measurement and improvement organizations; and

“(B) to identify options and make recommendations to improve the effi-
ciency and effectiveness of quality improvement programs through—

“(i) the improved coordination of activities across the medicare, med-
icaid and child health insurance programs under titles XVIII, XIX and
XXI of the Social Security Act and health services research programs;

“(ii) the strengthening of patient choice and participation by incor-
porating state-of-the-art quality monitoring tools and making informa-
tion on quality available; and

“(ii) the enhancement of the most effective programs, consolidation
as appropriate, and elimination of duplicative activities within various
federal agencies.

“(2) REQUIREMENTS.—

“(A) IN GENERAL.—The Secretary shall enter into a contract with the In-
stitute of Medicine for the preparation—

“(i) not later than 12 months after the date of enactment of this title,
of a report providing an overview 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 the date of enactment of this title,
of a final report containing recommendations.

“(B) REPORTS.—The Secretary shall submit the reports described in sub-
paragraph (A) to the Committee on Finance and the Committee on Health,
Education, Labor, and Pensions of the Senate and the Committee on Ways
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and Means and the Committee on Commerce of the House of Representa-
tives.

“PART C—GENERAL PROVISIONS

“SEC. 921. ADVISORY COUNCIL FOR HEALTH CARE RESEARCH AND QUALITY.

“(a) ESTABLISHMENT.—There is established an advisory council to be known as the
Advisory Council for Health Care Research and Quality.

“(b) DUTIES.—

“(1) IN GENERAL.—The Advisory Council shall advise the Secretary and the
Director with respect to activities proposed or undertaken to carry out the pur-
pose of the Agency under section 901(b).

“(2) CERTAIN RECOMMENDATIONS.—Activities of the Advisory Council under
paragraph (1) shall include making recommendations to the Director
regarding—

“(A) priorities regarding health care research, 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 related disciplines, especially
issues related to training needs, and dissemination of information per-
taining 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 sub-
section, be composed of appointed members and ex officio members. All mem-
bers of the Advisory Council shall be voting members other than the individuals
designated under paragraph (3)(B) as ex officio members.

“(2) APPOINTED MEMBERS.—The Secretary shall appoint to the Advisory Coun-
cil 18 appropriately qualified individuals. At least 14 members of the Advisory
Council shall be representatives of the public who are not officers or employees
of the United States. The Secretary shall ensure that the appointed members
of the Council, as a group, are representative of professions and entities con-
cerned with, or affected by, activities under this title and under section 1142
of the Social Security Act. Of such members—

“(A) 3 shall be individuals distinguished in the conduct of research, dem-
onstration projects, and evaluations with respect to health care;

“(B) 3 shall be individuals distinguished in the practice of medicine of
which at least 1 shall be a primary care practitioner;

“(C) 3 shall be individuals distinguished in the other health professions;

“(D) 3 shall be individuals either representing the private health care sec-
tor, including health plans, providers, and purchasers or individuals distin-
guished as administrators of health care delivery systems;

“(E) 3 shall be individuals distinguished in the fields of health care qual-
ity improvement, economics, information systems, law, ethics, business, or
public policy; and

“(F) 3 shall be individuals representing the interests of patients and con-
sumers of health care.

“(3) EX oFFICI0O MEMBERS.—The Secretary shall designate as ex officio mem-
bers of the Advisory Council—

“(A) the Assistant Secretary for Health, the Director of the National Insti-
tutes of Health, the Director of the Centers for Disease Control and Preven-
tion, the Administrator of the Health Care Financing Administration, the
Assistant Secretary of Defense (Health Affairs), and the Under Secretary
for Health of the Department of Veterans Affairs; and

“(B) such other Federal officials as the Secretary may consider appro-
priate.

“(d) TERMS.—Members of the Advisory Council appointed under subsection (c)(2)
shall serve for a term of 3 years. A member of the Council appointed under such
subsection 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
(¢)(2) does not serve the full term applicable under subsection (d), the individual ap-
pointed to fill the resulting vacancy shall be appointed for the remainder of the term
of the predecessor of the individual.
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“(f) CHAIR.—The Director shall, from among the members of the Advisory Council
appointed under subsection (c)(2), designate an individual to serve as the chair of
the Advisory Council.

“(g) MEETINGS.—The Advisory Council shall meet not less than once during each
d}ilsqrete 4-month period and shall otherwise meet at the call of the Director or the
chair.

“(h) COMPENSATION AND REIMBURSEMENT OF EXPENSES.—

“(1) APPOINTED MEMBERS.—Members of the Advisory Council appointed under
subsection (c)(2) shall receive compensation for each day (including travel time)
engaged in carrying out the duties of the Advisory Council unless declined by
the member. Such compensation may not be in an amount in excess of the max-
imum rate of basic pay payable for GS—18 of the General Schedule.

“(2) ExX oFFIcI0O MEMBERS.—Officials designated under subsection (c)(3) as ex
officio members of the Advisory Council may not receive compensation for serv-
ice on the Advisory Council in addition to the compensation otherwise received
for duties carried out as officers of the United States.

“(i) STAFF.—The Director shall provide to the Advisory Council such staff, infor-
Iélationl, and other assistance as may be necessary to carry out the duties of the

ouncil.

“SEC. 922. PEER REVIEW WITH RESPECT TO GRANTS AND CONTRACTS.

“(a) REQUIREMENT OF REVIEW.—

“(1) IN GENERAL.—Appropriate technical and scientific peer review shall be
conducted with respect to each application for a grant, cooperative agreement,
or contract under this title.

“(2) REPORTS TO DIRECTOR.—Each peer review group to which an application
is submitted pursuant to paragraph (1) shall report its finding and rec-
ommendations 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) unless the application is recommended for
approval by a peer review group established under subsection (c).

“(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, United States
Code, that govern appointments in the competitive service, and without regard
to the provisions of chapter 51, and subchapter III of chapter 53, of such title
that relate to classification and pay rates under the General Schedule.

“(2) MEMBERSHIP.—The members of any peer review group established 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 con-
stitute more than 25 percent of the membership of any such group. Such officers
and employees may not receive compensation for service on such groups in addi-
tion 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 Com-
mittee 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 min-
imum, meet the following requirements:

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

“(B) Such members shall agree in writing to recuse themselves from par-
ticipation in the peer-review of specific applications which present a poten-
tial personal conflict of interest or appearance of such conflict, including
employment in a directly affected organization, stock ownership, or any fi-
nancial or other arrangement that might introduce bias in the process of
peer-review.

“(d) AUTHORITY FOR PROCEDURAL ADJUSTMENTS IN CERTAIN CASES.—In the case
of applications for financial assistance whose direct costs will not exceed $100,000,
the Director may make appropriate adjustments in the procedures otherwise estab-
lished by the Director for the conduct of peer review under this section. Such adjust-
ments may be made for the purpose of encouraging the entry of individuals into the
field of research, for the purpose of encouraging clinical practice-oriented or pro-



10

vider-based research, and for such other purposes as the Director may determine
to be appropriate.

“(e) REGULATIONS.—The Director shall issue regulations for the conduct of peer
review under this section.

“SEC. 923. CERTAIN PROVISIONS WITH RESPECT TO DEVELOPMENT, COLLECTION, AND DIS-
SEMINATION OF DATA.

“(a) STANDARDS WITH RESPECT TO UTILITY OF DATA.—

“(1) IN GENERAL.—To ensure the utility, accuracy, and sufficiency of data col-
lected by or for the Agency for the purpose described in section 901(b), the Di-
rector shall establish standard 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 PROGRAMS.—In any case where
standards under paragraph (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, or may affect
health information that is subject to a standard developed under part C of title
XI of the Social Security Act, they shall be in the form of recommendations to
the Secretary for such program.

“(b) STATISTICS AND ANALYSES.—The Director shall—

“(1) take appropriate action to ensure that statistics and analyses developed
under this title are of high quality, timely, and duly comprehensive, and that
the(:i statistics are specific, standardized, and adequately analyzed and indexed;
an

“(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 pri-
vate entity, the Director may conduct or support research or analyses otherwise au-
thorized by this title pursuant to arrangements under which such entity will pay
the cost of the services provided. Amounts received by the Director under such ar-
rangements shall be available to the Director for obligation until expended.

“SEC. 924. DISSEMINATION OF INFORMATION.

“(a) IN GENERAL.—The Director shall—

“(1) without regard to section 501 of title 44, United States Code, promptly
publish, make available, and otherwise disseminate, in a form understandable
and on as broad a basis as practicable so as to maximize its use, the results
of research, demonstration projects, and evaluations conducted or supported
under this title;

“(2) ensure that information disseminated by the Agency is science-based and
objective and undertakes consultation as necessary to assess the appropriate-
ness and usefulness of the presentation of information that is targeted to spe-
cific audiences;

“(3) promptly make available to the public data developed in such research,
demonstration projects, and evaluations;

“(4) provide, in collaboration with the National Library of Medicine where ap-
propriate, indexing, abstracting, translating, publishing, and other services
leading to a more effective and timely dissemination of information on research,
demonstration projects, and evaluations 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 develop new or im-
proved methods for making such information available; and

“(5) as appropriate, provide technical assistance to State and local govern-
ment and health agencies and conduct liaison activities to such agencies to fos-
ter dissemination.

“(b) PROHIBITION AGAINST RESTRICTIONS.—Except as provided in subsection (c),
the Director may not restrict the publication or dissemination of data from, or the
results of, projects conducted or supported under this title.

“(c) LIMITATION ON USE OF CERTAIN INFORMATION.—No information, if an estab-
lishment or person supplying the information or described in it is identifiable, ob-
tained in the course of activities undertaken or supported under this title may be
used for any purpose other than the purpose for which it was supplied unless such
establishment or person has consented (as determined under regulations of the Di-
rector) to its use for such other purpose. Such information may not be published or
released in other form if the person who supplied the information or who is de-
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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) shall be subject to a civil
monetary penalty of not more than $10,000 for each such violation involved. Such
penalty shall be imposed and collected in the same manner as civil money penalties
urﬁler s(ilbsection (a) of section 1128A of the Social Security Act are imposed and
collected.

“SEC. 925. 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 title, the Director shall by regulation define—

“(1) the specific circumstances that constitute 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 interests; and

“(2) the actions that will be taken by the Director in response to any such
interests identified by the Director.

“(b) REQUIREMENT OF APPLICATION.—The Director may not, with respect to any
program under this title authorizing the provision of grants, cooperative agree-
ments, or contracts, provide any such financial assistance unless an application for
the assistance is submitted 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 title, the Secretary may, subject to paragraph
(2), provide supplies, equipment, and services for the purpose of aiding the enti-
ty in carrying out the project involved and, for such purpose, may detail to the
entity any officer or employee of the Department of Health and Human Serv-
ices.

“(2) CORRESPONDING REDUCTION IN FUNDS.—With respect to a request de-
scribed in paragraph (1), the Secretary shall reduce the amount of the financial
assistance involved by an amount equal to the costs of detailing personnel and
the fair market value of any supplies, equipment, or services provided by the
Director. The Secretary shall, for the payment of expenses incurred in com-
plying with such request, expend the amounts withheld.

“(d) APPLICABILITY OF CERTAIN PROVISIONS WITH RESPECT TO CONTRACTS.—Con-
tracts may be entered into under this part without regard to sections 3648 and 3709
of the Revised Statutes (31 U.S.C. 529; 41 U.S.C. 5).

“SEC. 926. CERTAIN ADMINISTRATIVE AUTHORITIES.

“(a) DEPUTY DIRECTOR AND OTHER OFFICERS AND EMPLOYEES.—

A “(1) DEPUTY DIRECTOR.—The Director may appoint a deputy director for the
gency.

“(2) OTHER OFFICERS AND EMPLOYEES.—The Director may appoint and fix the
compensation of such officers and employees as may be necessary to carry out
this title. Except as otherwise provided by law, such officers and employees
shall be appointed in accordance with the civil service laws and their compensa-
tion fixed in accordance with title 5, United States Code.

“(b) FACILITIES.—The Secretary, in carrying out this title—

“(1) may acquire, without regard to the Act of March 3, 1877 (40 U.S.C. 34),
by lease or otherwise through the Director of General Services, buildings or por-
tions 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 labora-
tory, research, and other necessary facilities and equipment, and such other real
or personal property (including patents) as the Secretary deems necessary.

“(c) PROVISION OF FINANCIAL ASSISTANCE.—The Director, in carrying out this title,
may make grants to public and nonprofit entities and individuals, and may enter
il‘}gO clooperative agreements or contracts with public and private entities and indi-
viduals.

“(d) UTILIZATION OF CERTAIN PERSONNEL AND RESOURCES.—

“(1) DEPARTMENT OF HEALTH AND HUMAN SERVICES.—The Director, in carrying
out this title, may utilize personnel and equipment, facilities, and other physical
resources of the Department of Health and Human Services, permit appropriate
(as determined by the Secretary) 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 title, may use, with
their consent, the services, equipment, personnel, information, and facilities of
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other Federal, State, or local public agencies, or of any foreign government, with
or without reimbursement of such agencies.

“(e) CONSULTANTS.—The Secretary, in carrying out this title, may secure, from
time to time and for such periods as the Director deems advisable but in accordance
with section 3109 of title 5, United States Code, the assistance and advice of con-
sultants from the United States or abroad.

“(f) EXPERTS.—

“(1) IN GENERAL.—The Secretary may, in carrying out this title, obtain the
services of not more than 50 experts or consultants who have appropriate sci-
entific or professional qualifications. Such experts or consultants shall be ob-
tained in accordance with section 3109 of title 5, United States Code, except
that the limitation in such section on the duration 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 associ-
ated with traveling to and from their assignment location in accordance
Evi‘ah sections 5724, 5724a(a), 5724a(c), and 5726(C) of title 5, United States

ode.

“(B) LimitaTiON.—Expenses specified in subparagraph (A) may not be al-
lowed in connection with the assignment of an expert or consultant whose
services are obtained under paragraph (1) unless and until the expert
agrees in writing to complete the entire period of assignment, or 1 year,
whichever is shorter, unless separated or reassigned for reasons that are
beyond the control of the expert or consultant and that are acceptable to
the Secretary. If the expert or consultant violates the agreement, the money
spent by the United States for the expenses specified in subparagraph (A)
is recoverable from the expert or consultant 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 title, may accept voluntary and uncompensated services.

“SEC. 927. 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 research on the most effective clinical and organi-
zational strategies for use of these findings in daily practice. The authorization lev-
els in subsections (b) and (c) provide for a proportionate increase in health care re-
search as the United States investment in biomedical research increases.

“(b) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of carrying out this
title, 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 2004.

“(c) EVALUATIONS.—In addition to amounts available pursuant to subsection (b)
for carrying out this title, there shall be made available for such purpose, from the
amounts made available pursuant to section 241 (relating to evaluations), an
amount equal to 40 percent of the maximum amount authorized in such section 241
to be made available for a fiscal year.

“SEC. 928. DEFINITIONS.

“In this title:

“(1) ADvISORY COUNCIL.—The term ‘Advisory Council’ means the Advisory
Council on Health Care Research and Quality established under section 921.

Q “(21) AGENCY.—The term ‘Agency’ means the Agency for Health Research and
uality.

“(3) DIRECTOR.—The term ‘Director’ means the Director of the Agency for
Health Research and Quality.”.

(b) RULES OF CONSTRUCTION.—

(1) IN GENERAL.—Section 901(a) of the Public Health Service Act (as added
by subsection (a) of this section) applies as a redesignation of the agency that
carried out title IX of such Act on the day before the date of enactment of this
Act, and not as the termination of such agency and the establishment of a dif-
ferent agency. The amendment made by subsection (a) of this section does not
affect appointments of the personnel of such agency who were employed at the
agency on the day before such date.

(2) REFERENCES.—Any reference in law to the Agency for Health Care Policy
and Research is deemed to be a reference to the Agency for Health Research
and Quality, and any reference in law to the Administrator for Health Care Pol-
icy and Research is deemed to be a reference to the Director of the Agency for
Health Research and Quality.
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SEC. 3. GRANTS REGARDING UTILIZATION OF PREVENTIVE HEALTH SERVICES.

Subpart I of part D of title III of the Public Health Service Act (42 U.S.C. 254b
et seq.) is amended by adding at the end the following section:

“SEC. 330D. CENTERS FOR STRATEGIES ON FACILITATING UTILIZATION OF PREVENTIVE
HEALTH SERVICES AMONG VARIOUS POPULATIONS.

“(a) IN GENERAL.—The Secretary, acting through the appropriate agencies of the
Public Health Service, shall make grants to public or nonprofit private entities for
the establishment and operation of regional centers whose purpose is to identify
particular populations of patients and facilitate the appropriate utilization of pre-
ventive health services by patients in the populations through developing and dis-
seminating strategies to improve the methods used by public and private health
care programs and providers in interacting with such patients.

“(b) RESEARCH AND TRAINING.—The activities carried out by a center under sub-
section (a) may include establishing programs of research and training with respect
to the purpose described in such subsection, including the development of curricula
for training individuals in implementing the strategies developed under such sub-
section.

“(c) QUALITY MANAGEMENT.—A condition for the receipt of a grant under sub-
section (a) is that the applicant involved agree that, in order to ensure that the
strategies developed under such subsection take into account principles of quality
management with respect to consumer satisfaction, the applicant will make ar-
rangements with one or more private entities that have experience in applying such
principles.

“(d) PRIORITY REGARDING INFANTS AND CHILDREN.—In carrying out the purpose
described in subsection (a), the Secretary shall give priority to various populations
of infants, young children, and their mothers.

“(e) EVALUATIONS.—The Secretary, acting through the appropriate agencies of the
Public Health Service, shall (directly or through grants or contracts) provide for the
evaluation of strategies under subsection (a) in order to determine the extent to
which the strategies have been effective in facilitating the appropriate utilization of
preventive health services in the populations with respect to which the strategies
were developed.

“(f) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of carrying out this sec-
tion, there are authorized to be appropriated such sums as may be necessary for
each of the fiscal years 2000 through 2004.”.

PURPOSE AND SUMMARY

H.R. 2506 establishes the Agency for Health Research and Qual-
ity (AHRQ) to conduct and support research on the quality, out-
comes, cost, and utilization of health care services and access to
those services. The Agency will promote quality by building our
knowledge regarding what works best in health care, working in
close partnership with the health care community to identify and
address opportunities for improvement, and supporting the rapid
translation of its research findings into daily practice. AHRQ will
support the evidence-based practice of medicine and facilitate inno-
vation in patient care by developing, synthesizing, and dissemi-
nating scientific knowledge regarding the outcomes, effectiveness
and cost-effectiveness of health care services, health care tech-
nologies and information systems, and the ways that these services
and technologies are purchased, financed, organized, and delivered.
The Agency will foster the development of the science of health
care quality measurement and quality improvement, build public-
private partnerships to advance and share quality measures and
effective strategies for quality improvement, report annually to
Congress on the state of quality in the Nation, and coordinate Fed-
eral quality improvement efforts to avoid duplication. AHRQ will
promote access and quality through research on the most effective
ways for delivering primary care services, meeting the health care
needs of under-served populations, providing services within under-
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served rural and urban areas, and facilitating the utilization of ef-
fective clinical preventive health care services. Finally, the Agency
will support improved health care decisionmaking at all levels of
the health care system through the entire spectrum of its activities:
collecting and developing data on the quality, cost, and use of
health care services, conducting and supporting research and eval-
uations, supporting demonstrations, serving as an “honest broker”
among competing interests, and acting as a “science partner” with
the public and private sector.

BACKGROUND AND NEED FOR LEGISLATION
BACKGROUND

The health care system in America today is dramatically dif-
ferent from the system that existed a decade ago when Congress
established the Agency for Health Care Policy and Research
(AHCPR). This transformation is due in large part to the changing
nature of our insurance system—the growing dominance of man-
aged care plans; increased plan complexity; increasing concentra-
tion as a result of consolidations and mergers; demands of pur-
chasers for accountability and value from health care providers;
shifting financial incentives; and the growing tension between care-
givers, patients, and the policies of the systems through which care
is delivered. At the same time, there has been an explosion in the
number of medical journals and peer-reviewed articles published
each year, reflecting in part the Congressional support for basic
and biomedical research over the last few years.

As a result, even the most conscientious clinicians face increasing
difficulty in keeping abreast of the medical literature and putting
the latest scientific findings into perspective. In fact, it has been es-
timated that if physicians were to read two peer-reviewed journal
articles each night after a long day of practice, they would be 800
years behind in their reading at the end of the year. The expo-
nential growth in health-related Internet web sites poses additional
challenges for patients and caregivers alike in determining which
%nfgfmation is based upon science and which information is less re-
iable.

While concern regarding variations in the rates at which physi-
cians conduct medical procedures contributed to the decision to cre-
ate AHCPR in 1989, public concern regarding the quality of patient
care is growing and requires a more direct and coordinated re-
sponse. While millions of Americans receive high-quality care every
day, peer-reviewed research has documented too many instances of
underuse, overuse, and misuse of services. In addition, there is
growing public concern regarding the number of medical errors
that take place, in which patients suffer from adverse drug events,
treatment or even amputation of the wrong limb, or other over-
sights. The pioneering Harvard study in which Dr. Lucian Leape
and his colleagues looked at the records of more than 30,000 hos-
pital patients in New York found that nearly 4 percent suffered se-
rious injuries that were related to the management of their illness
rather than the illness itself. To their credit, health professionals
have recognized the problem. To tackle these systemic issues suc-
cessfully, there is a need for a sustained health services research
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initiative that is undertaken in partnership with the health profes-
sions and provider community.

As demonstrated by the debate on managed care reform, issues
such as the cost and appropriate use of, and access to, health serv-
ices remain significant public policy concerns. Many of these con-
cerns developed, in part, because of the lack of reliable evidence
about the risks and benefits of alternative approaches for con-
taining health care costs, organizing health care delivery systems,
and structuring the policies that govern systems of care. Similarly,
the debate on the long-term stability of the Medicare program only
serves to reinforce the critical need for this type of scientific evi-
dence. These developments have highlighted as never before the
need for objective, science-based information at all levels of the
health care system:

e at the clinical level, providing patients and those who de-
liver care the information they need to make informed deci-
sions regarding treatment options;

» at the system level, getting good information to those who
manage systems of care about alternative approaches to orga-
nizing and delivering care, and, for individual consumers and
those who make purchasing decisions for their employees or
members, information that will enable them to make more in-
formed decisions in selecting health plans and providers and in
comparing and assessing the value of the care that they are
purchasing; and

e at the public policy level, providing scientific findings—
about the impact on quality, cost, and access—concerning the
ways we structure and deliver care, the incentives that are
provided to clinicians, decisions regarding which services to
offer, as well as information (not currently available) on na-
tional trends in quality.

The methods and tools of health services research are well suited
for addressing these information needs. While AHCPR serves as
the lead Federal Agency supporting health services research, it
does not have the necessary budget or requisite coordinating au-
thority to address these pressing information needs adequately.
This legislation will transform the agency into the new Agency for
Health Research and Quality (AHRQ), which will have the stature,
resources, and authority to work in close collaboration with the pri-
vate sector to meet the Federal responsibilities in these areas.

NEED FOR LEGISLATION

In developing this legislation, the Committee undertook a thor-
ough review of the research and other activities of AHCPR to deter-
mine whether these activities were an appropriate Federal respon-
sibility, whether they warranted the continued existence of a sepa-
rate agency, and, if so, whether the Agency’s mission needed to be
refocused. The Committee reached several conclusions. First, the
Agency’s research and other activities provide the science-based
evidence that will improve the quality of patient care. The kind of
objective, reliable information developed by the Agency is essential
for the successful functioning of our competitive health care mar-
ketplace. Second, the Committee found that the continued existence
of a separate agency is justified because of its unique focus on the
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effectiveness of care in daily practice, its demonstrated ability to
bridge the worlds of research and practice, and the multiple focus
of its research on the clinical aspects of care, as well as the eco-
nomics, organization, and delivery of health care. Third, the Com-
mittee believes that a reformed and strengthened Agency can play
a critical role as the hub and driving force for the Federal govern-
ment’s quality improvement efforts and in supporting private sec-
tor quality efforts by advancing the young science of health care
quality measurement and improvement. Finally, the Committee
found that a substantial investment in building our scientific
knowledge regarding quality health care is an essential com-
plement to the patient protections provided in the other titles of
this legislation.

The rationale for a significant Federal commitment to the type
of health services research supported by the AHRQ is strong. The
Federal government has a compelling interest in ensuring that pa-
tients and society reap the full rewards of our growing investment
in basic and biomedical research. This requires a corresponding in-
vestment in the kind of health services research that will support
the effective use of these developments. Experience has shown that
great opportunities for improving health, developed through bio-
medical research, are easily lost if physicians and patients are un-
able to make the best use of the knowledge in everyday care. The
private sector often lacks the incentive to address these issues be-
cause the cost of the research investment is far greater than the
benefits to the individual health plan, which occurs when clinical
conditions are common, but not costly or when they are expensive
but extremely rare. By contrast, the Federal government has both
an obligation to the American people and a responsibility to see
that the goal of its investment in basic and biomedical research
(higher quality patient care) is realized.

The Agency has demonstrated its ability to close this gap be-
tween the promise of biomedical research and improvements in
daily practice. For example, National Institutes of Health (NIH)-
supported research at the University of Wisconsin demonstrated
the potential of warfarin (an anticoagulant) to prevent stroke in pa-
tients with atrial fibrillation, yet this lifesaving innovation was
underused in daily practice. An Agency-supported research team at
Duke University conducted a meta-analysis that established war-
farin as the treatment of choice, undertook research that identified
the reasons that physicians were often reluctant to use this effec-
tive intervention, and conducted a trial to develop effective ap-
proaches for administering warfarin that addressed the concerns of
physicians. Findings from this research project led in part to devel-
opment of guidelines from the American College of Physicians, the
American Hospital Association (AHA), and the Joint Council of
Vascular Surgeons. Medicare Peer Review Organizations (PROs)
implemented 73 projects in 42 States, to increase anticoagulation.
Rates from 28 projects in 20 States showed that patients dis-
charged on anticoagulation therapy increased from 58 percent to 71
percent. Improved anticoagulation rates through the PRO projects
are projected to prevent 1285 strokes. As a result of the Agency’s
research, the promise of the Federal investment in the basic re-
search that identified warfarin’s potential is increasingly being re-
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alized. The final demonstration project, for which the private sector
contributed $2.50 for every $1.00 of Agency funds, also dem-
onstrated for the first time the Agency’s ability to collaborate with
and leverage private sector funding.

In addition to supporting new research that identifies what
works best in practice and how to make more effective use of exist-
ing innovations, the Federal government can support the work of
busy health care professionals by assessing new scientific advances
and putting them into perspective. The development of such syn-
theses requires methodologists to assess the research design of the
studies and the scientific controls and statistics that were employed
to determine the extent to which clinicians can use the studies to
guide their daily practice. This is another area where there appear
to be few incentives in academia or the private sector to undertake
such studies, and health professionals are seldom trained to under-
take such methodological assessments. Yet the development and
updating of such assessments are essential for clinicians and pa-
tients to benefit from investments in basic and biomedical research.
They provide essential information to clinicians which, when com-
bined with a patient examination, medical history, and the clini-
cians’ own clinical experience, can ensure that their patients re-
ceive care that is informed by the best science available.

As a purchaser and provider of health care services, the Federal
government has a compelling need for information that will help it
to manage its programs more effectively and efficiently and provide
information to beneficiaries of those programs. Dr. Stuart Butler of
The Heritage Foundation has argued that the Agency should play
an even greater role in this area. Citing the potential conflicts of
interest faced by Federal Agencies in attempting both to run pro-
grams and to provide dispassionate and objective information, he
has argued for the importance of the Agency’s independence “free
from any interest in a particular way of providing care” (Senate Re-
port 106-82, p. 14). The unique focus of the health services re-
search supported by the Agency on the cost and appropriate use of
and access to health care services is especially critical to the efforts
of the Congress to ensure the long-term viability of the Medicare
program.

Such research is an important public good in its own right. Sci-
entific information on how to relieve suffering, maintain or restore
health, and improve the effectiveness of the way health services are
delivered needs to be in the public domain to the extent possible.
Public funding ensures that the research methods are scrutinized,
are publicly available, are peer reviewed, and are accessible.

During the Subcommittee on Health and Environment’s hearing
on April 29, 1999, the witnesses agreed on the need for a Federal
role in advancing the science of quality, developing and validating
measures and tools for evaluating and improving quality, and mak-
ing that information widely available. An analogy has been sug-
gested that the government’s role in health care should be similar
to the way it provides consumers with information to assess the
safety of airlines or automobiles. In making those choices, con-
sumers also have a variety of other standards or measures they can
use in assessing which automobile to buy or which airline to fly.
The Committee concurs with this general framework and has pro-
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vided the Agency with broad authority to develop and advance the
science of quality but prohibits it from mandating a single ap-
proach or national standard toward assessing quality.

The Committee concludes that, despite the Agency’s past prob-
lems, a renewed and reinvigorated agency is necessary to carry out
these legitimate Federal functions. As the conference report to ac-
company the Food and Drug Administration Modernization Act of
1997 (P.L. 105-115, H. Rpt. 105-399, p. 101) noted on the decision
to assign responsibility for Centers on Education and Research on
Therapeutics (CERTS) to the Agency:

The conferees designated AHCPR as the lead agency be-
cause of its expertise in the evaluation of the effectiveness
of clinical care, its non-regulatory role, and its close work-
ing relationship with the health care community in the im-
provement of the quality of care.

The Committee reaffirms that position in this report. The Agency
has demonstrated an ability to maintain its role as an independent,
objective, scientific research agency while developing close working
relationships with disparate portions of the health care community.
Its three-way partnership in the National Guideline Clearinghouse
with the American Medical Association and the managed care
trade association, the American Association of Health Plans, is an
excellent example of its ability to bridge the worlds of research and
practice in a way that supports private-sector efforts without Fed-
eral mandates or intrusive policy. The Agency’s development of the
Consumer Assessment of Health Plans Survey (CAHPS) kit, which
has been voluntarily adopted by private sector and public sector
plans, employers, and accreditors, is another example of the Agen-
cy’s responsiveness in providing the tools that the private sector
needs to improve the quality of patient care. In light of the increas-
ing user-direction of its work and the growing number and success
of these public-private sector partnerships, it is the Committee’s
view that shifting these activities to another agency would be
shortsighted and destructive. The Committee’s bill takes the oppo-
site approach by recognizing the Agency’s success in reorienting its
activities, and strengthening its mandate and its resources. The
Committee especially values the Agency’s demonstrated ability to
serve as a facilitator of groups with different philosophies,
ideologies, and economic agendas. It should be noted that the Com-
mittee includes a provision in the bill that clarifies that the role
of the Agency is not to mandate national standards of clinical prac-
tice or any specific approach to quality measurement and reporting.
The Committee accepts the premise that definitions and measure-
ment of quality is an evolving science.

HEARINGS

The Subcommittee on Health and the Environment held a hear-
ing on Reauthorization of the Agency for Health Care Policy and
Research on April 29, 1999. The Subcommittee received testimony
from the following witnesses: Dr. John M. Eisenberg, Adminis-
trator, Agency for Health Care Policy and Research; Ms. Mary
Wooley, President, Research! America; Mr. Charles N. Kahn III,
President, Health Insurance Association of America; Dr. Charles S.
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Mahan, Dean, College of Public Health, University of South Flor-
ida; and Mr. Brian Lindberg, Executive Director, Consumer Coali-
tion for Quality Health Care.

COMMITTEE CONSIDERATION

On July 27, 1999, the Subcommittee on Health and the Environ-
ment met in open markup session and approved H.R. 2506, the
Health Research and Quality Act of 1999, for Full Committee con-
sideration, without amendment, by a voice vote. On August 5,
1999, the Full Committee met in open markup session and ordered
H.R. 2506 reported to the House, amended, by a voice vote, a
quorum being present.

COMMITTEE VOTES

Clause 3(b) of rule XIII of the Rules of the House requires the
Committee to list the record votes on the motion to report legisla-
tion and amendments thereto. There were no record votes taken in
connection with ordering H.R. 2506 reported. An amendment of-
fered by Mr. Bilirakis, No. 1, to make two technical changes to the
bill by adding the word “outcomes” which was inadvertently omit-
ted from the bill to clarify that: (1) Provider-Based Research Net-
works shall evaluate outcomes as well as promote quality improve-
ment; and (2) information systems shall be used for the study of
health care quality and outcomes, was agreed to by a voice vote.
A motion by Mr. Bliley to order H.R. 2506 reported to the House,
amended, was agreed to by a voice vote, a quorum being present.

COMMITTEE OVERSIGHT FINDINGS

Pursuant to clause 3(c)(1) of rule XIII of the Rules of the House
of Representatives, the Committee held a legislative hearing and
made findings that are reflected in this report.

COMMITTEE ON GOVERNMENT REFORM OVERSIGHT FINDINGS

Pursuant to clause 3(c)(4) of rule XIII of the Rules of the House
of Representatives, no oversight findings have been submitted to
the Committee by the Committee on Government Reform.

NEW BUDGET AUTHORITY, ENTITLEMENT AUTHORITY, AND TAX
EXPENDITURES

In compliance with clause 3(c)(2) of rule XIII of the Rules of the
House of Representatives, the Committee finds that H.R. 2506, the
Health Research and Quality Act of 1999, would result in no new
or increased budget authority, entitlement authority, or tax ex-
penditures or revenues.

COMMITTEE COST ESTIMATE

The Committee adopts as its own the cost estimate prepared by
the Director of the Congressional Budget Office pursuant to section
402 of the Congressional Budget Act of 1974.
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CONGRESSIONAL BUDGET OFFICE ESTIMATE

Pursuant to clause 3(c)(3) of rule XIII of the Rules of the House
of Representatives, the following is the cost estimate provided by
the Congressional Budget Office pursuant to section 402 of the
Congressional Budget Act of 1974:

U.S. CONGRESS,
CONGRESSIONAL BUDGET OFFICE,
Washington, DC, September 7, 1999.

Hon. ToMm BLILEY,
Chairman, Committee on Commerce,
House of Representatives, Washington, DC.

DEAR MR. CHAIRMAN: The Congressional Budget Office has pre-
pared the enclosed cost estimate for H.R. 2506, the Health Re-
search and Quality Act of 1999.

If you wish further details on this estimate, we will be pleased
to provide them. The CBO staff contact is Jeanne De Sa.

Sincerely,
BARRY B. ANDERSON
(For Dan L. Crippen, Director).

Enclosure.

H.R. 2506—Health Research and Quality Act of 1999

Summary: CBO estimates that enacting H.R. 2506 would cost
$28 million in fiscal year 2000 and about $900 million over the
2000-2004 period, assuming appropriation of the authorized
amounts. The bill would amend title IX of the Public Health Serv-
ice Act to reauthorize the Agency for Health Care Policy and Re-
search (AHCPR), revise and extend its functions, and rename it the
Agency for Health Research and Quality (AHRQ). In addition, H.R.
2506 would amend title III of the Public Health Service Act to re-
quire the Secretary of Health and Human Services to make grants
to public or nonprofit entities for the establishment of regional cen-
ters that improve utilization of preventive health services for fami-
lies and children.

H.R. 2506 contains no intergovernmental or private-sector man-
dates as defined in the Unfunded Mandates Reform Act (UMRA)
and would not affect the budgets of state, local, or tribal govern-
ments. The bill would not affect direct spending or receipts; there-
fore pay-as-you-go procedures would not apply.

Estimated cost to the Federal Government: The estimated budg-
etary impact of H.R. 2506 is shown in the following able. The costs
of this legislation fall within budget function 550 (health).

By fiscal years, in millions of dollars—

1999 2000 2001 2002 2003 2004

SPENDING SUBJECT TO APPROPRIATION
With Adjustments for Inflation

Spending Under Current Law:

Budget Authority ! 100 0 0 0 0 0

Estimated Outlays 88 70 40 14 3 0
Proposed Changes:

Estimated Authorization Level 0 225 263 268 275 280

Estimated Outlays 0 28 143 222 252 266
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By fiscal years, in millions of dollars—

1999 2000 2001 2002 2003 2004

Spending Under H.R. 2506:
Estimated Authorization Level ! 100 255 263 268 275 280
Estimated Outlays 88 98 183 236 255 266

Without Adjustments for Inflations

Spending Under Current Law:
Budget Authority 100 0 0 0 0 0
Estimated Outlays 88 70 40 14 3 0
Proposed Changes:
Estimated Authorization Level 0 255 255 255 255 255
Estimated Outlays 0 28 142 218 243 250
Spending Under H.R. 2506:
Estimated Authorization Level ! 100 255 255 255 255 255
Estimated Outlays 88 98 182 232 246 250

1The 1999 level is the amount appropriated for that year.

Basis of estimate: H.R. 2506 has two separate authorization pro-
visions. First, the bill would authorize $250 million in fiscal year
2000 and such sums as may be necessary for fiscal years 2001-
2004 to support the activities of AHRQ. Since authorization for
AHCPR has expired, CBO estimates that this provision would in-
crease authorizations of appropriations by $250 million in 2000. As-
suming appropriation of the authorized amounts and adjusting for
inflation, CBO estimates that this provision would increase discre-
tionary spending by $25 million in fiscal year 2000 and $888 mil-
lion over the 2000—-2004 period. Without adjustments for inflation
after 2000, outlays of AHRQ over the five-year period would total
$858 million. The outlay estimate is based on historical spending
patterns for AHCPR.

Second, H.R. 2506 would authorize such sums as may be nec-
essary for fiscal years 2000-2004 for the establishment of centers
that would facilitate utilization of preventive health services. CBO
estimated that implementing the provision would cost about $3
million in 2000 and $5 million a year from 2001 through 2004. The
estimate assumes $1 million in annual grants to each of five re-
gional centers, whose programs would be based on a model pro-
gram currently operating at the University of South Florida. Al-
though the proposed legislation does not specify which agency of
the Public Health Services would administer the program, the esti-
mate reflects historical spending patterns for health centers oper-
ated by the Health Resources Services Administration.

Intergovernmental and private-sector impact: H.R. 2506 contains
no intergovernmental or private-sector mandates as defined in
UMRA and would not affect the budgets of state, local, or tribal
governments.

Estimate prepared by: Federal Costs: Jeanne De Sa. Impact on
State, Local, and Tribal Governments: Leo Lex. Impact on the Pri-
vate Sector: Jennifer Bullard.

Estimate approved by: Robert A. Sunshine, Deputy Assistant Di-
rector for Budget Analysis.
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FEDERAL MANDATES STATEMENT

The Committee adopts as its own the estimate of Federal man-
dates prepared by the Director of the Congressional Budget Office
pursuant to section 423 of the Unfunded Mandates Reform Act.

ADVISORY COMMITTEE STATEMENT

Section 915 of H.R. 2506 creates the Preventative Services Task
Force to review the evidence related to the effectiveness, appro-
priateness, and cost-effectiveness of clinical preventative services
for the purpose of developing recommendations for the health care
community regarding their usefulness in daily clinical practice.
Further, section 921 establishes the Advisory Council for Health
Care Research and Quality to make certain recommendations to
the Director. Pursuant to the requirements of subsection 5(b) of the
Federal Advisory Committee Act, the Committee finds that the
functions of the proposed advisory committees are not and cannot
be performed by an existing Federal agency or advisory commission
or by enlarging the mandate of an existing advisory committee.

CONSTITUTIONAL AUTHORITY STATEMENT

Pursuant to clause 3(d)(1) of rule XIII of the Rules of the House
of Representatives, the Committee finds that the Constitutional au-
thority for this legislation is provided in Article I, section 8, clause
3, which grants Congress the power to regulate commerce with for-
eign nations, among the several States, and with the Indian tribes.

APPLICABILITY TO LEGISLATIVE BRANCH

The Committee finds that the legislation does not relate to the
terms and conditions of employment or access to public services or
accommodations within the meaning of section 102(b)(3) of the Con-
gressional Accountability Act.

SECTION-BY-SECTION ANALYSIS OF THE LEGISLATION

Section 1. Short title

This section provides the short title of the legislation, the
“Health Research and Quality Act of 1999”.

Section 2. Amendment to the Public Health Service Act

Subsection (a) amends Title IX of the Public Health Service Act
(PHS; 42 U.S.C. §299 et. seq.) in the following manner:

TITLE IX—AGENCY FOR HEALTH RESEARCH AND QUALITY
PART A—ESTABLISHMENT AND GENERAL DUTIES

Section 901. Mission and duties

This section strengthens and renames the Agency, specifically
outlines its mission, and structures the Agency to serve as a
“science partner” in its work with the private and public sectors.
The Committee explicitly included directions for the Agency to
work in collaboration and partnership with the public sector and
private sector users of its research in this and subsequent sections
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of the bill. The Committee deleted the word “Policy” from the Agen-
cy’s name to eliminate any potential confusion regarding the Agen-
cy’s role in policy making. The Committee clearly intends that the
Agency’s research and other activities should inform public policy,
not make public policy.

Subsection (a) establishes the Agency for Health Research and
Quality within the Public Health Service (hereinafter referred to as
“the Agency”) and authorizes the Secretary of Health and Human
Services (the Secretary) to appoint a Director to serve as head of
the Agency and directs the Secretary to carry out this title through
the Director.

Subsection (b) states that the purpose of the Agency is to en-
hance the quality, appropriateness, and effectiveness of health care
services, and access to such services, through the establishment of
a broad base of scientific research and through the promotion of
improvements in clinical practice, including the prevention of dis-
eases and other health conditions. The bill requires the Agency to
promote health care quality improvement by:

(1) conducting and supporting research that develops and
presents scientific evidence regarding all aspects of health,
including—

¢ methods of enhancing patient participation in their
own care and for facilitating shared patient-physician deci-
sion-making;

¢ the outcomes, effectiveness, and cost-effectiveness of
health care practices, including preventive measures and
long-term care;

« existing and innovative technologies;

¢ the costs, utilization, and access to health care;

* 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;

* methods for measuring and strategies for improving
quality; and

¢ ways in which patients, consumers, and practitioners
acquire and use new information about best practices and
health benefits;

(2) synthesizing and disseminating available scientific evi-
dence for use by patients, consumers, practitioners, providers,
purchasers, policy makers, and educators; and

(8) advancing private and public efforts to improve health
care quality.

Subsection (c) requires the Director to undertake and support re-
search, demonstration projects, and evaluations with respect to the
delivery of health services: (a) in rural areas (including frontier
areas); (b) for low-income groups, and minority groups; (c) for chil-
dren; (d) for the elderly; and (e) for people with special health care
needs, including disabilities, chronic care, and end-of-life health
care.

Section 902. General authorities

Subsection (a) requires the Director to support demonstration
projects, conduct and support research, evaluations, training, re-
search networks, multi-disciplinary centers, technical assistance,



24

and the dissemination of information, on health care, and on sys-
tems for the delivery of such care, including activities with respect
to—
» the quality, effectiveness, efficiency, appropriateness and
value of health care services;
e quality measurement and improvement,;
* the outcomes, cost, cost-effectiveness, and use of health
care services and access to such services;
 clinical practice, including primary care and practice-ori-
ented research;
* health care technologies, facilities, and equipment;
e health care costs, productivity, organization, and market
forces;
* health promotion and disease prevention, including clinical
preventive services;
* health statistics, surveys, database development, and epi-
demiology; and
* medical liability.

Subsection (b) authorizes the Director to provide training grants
in the field of health services research to include pre- and post-doc-
toral fellowships and training programs, young investigator
awards, and other programs and activities as appropriate. Training
funds for carrying out these activities are made available under
section 487 of the Public Health Service Act. The bill requires the
Director, in developing priorities for the allocation of such funds, to
take into consideration shortages of trained researchers addressing
the priority populations outlined in section 901(c).

Subsection (c) authorizes the Director to provide financial assist-
ance toward the costs of planning, establishing, and operating cen-
ters for multidisciplinary health services research, demonstration
projects, evaluations, training, and policy analysis.

Subsection (d) states the policy that activities of the Agency
should be appropriately coordinated with experiments, demonstra-
tion projects, and other related activities authorized by the Social
Security Act and the Social Security Amendments of 1967. The Di-
rector must carry out activities that affect Medicare, Medicaid, and
the State Child Health Insurance Program consistent with provi-
sions of the Social Security Act affecting outcomes research.

Subsection (e) prohibits the Agency from mandating national
standards of clinical practice or health care quality. Published rec-
ommendations that result from the Agency’s projects must include
a disclaimer to that effect.

Subsection (f) clarifies that it is not the role of the Agency to
mandate a national standard or specific approach to quality meas-
urement and reporting. In determining research and quality im-
provement activities, the Agency must consider a wide range of
choices, providers, health care delivery systems, and individual
preferences. This provision reflects the Committee’s response to
concerns expressed during the hearing about the need for limita-
tions in the overall Federal role in quality.
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PART B—HEALTH CARE IMPROVEMENT RESEARCH

Section 911. Health care outcome improvement research

Subsection (a) requires that the Agency collaborate with experts
from the public and private sector to identify and disseminate
methods or systems to assess health care research results, and rate
the strength of the scientific evidence behind health care practice,
technology assessments, and recommendations in the research lit-
erature. It also requires the Agency to make such evidence assess-
ment methods and systems widely available, especially those that
the Agency or its contractors use. Agency publications containing
clinical recommendations must indicate the level of substantiating
evidence using such methods or systems.

Subsection (b) requires the Agency to use research strategies and
mechanisms to link research directly with clinical practice in geo-
graphically diverse locations, including: Health Care Improvement
Research Centers that provide access to multidisciplinary expertise
in outcomes or quality improvement research with linkages to rel-
evant sites of care; Provider-based Research Networks, including
plan, facility, or delivery systems sites of care (especially primary
care), that can evaluate outcomes and promote quality improve-
ment; and other innovative mechanisms or strategies. It authorizes
the Director to establish the requirements for entities applying for
grants under this subsection.

Section 912. Private-public partnerships to improve organization
and delivery

Subsection (a) designates the Agency as the principal agency for
health care quality research and authorizes the Agency to provide
scientific and technical support for public and private efforts to im-
prove health care quality, including accrediting organizations. The
role of the Agency is to:

 identify and assess methods for evaluating the health of
health plan enrollees by type of plan, provider, and provider
arrangements; and of other populations, including those receiv-
ing long-term care services;

» develop, test, and disseminate quality measures, including
measures of health and functional outcomes;

» compile and disseminate health care quality measures de-
veloped in the private and public sector;

« assist in the development of improved health care informa-
tion systems;

» develop survey tools to measure enrollee assessments of
their health care; and

* identify and disseminate information on mechanisms to in-
tegrate quality information into purchaser and consumer deci-
sion-making.

Subsection (b) requires the Secretary, acting through the Direc-
tor and in consultation with the Commissioner of Food and Drugs,
to establish a program for making one or more grants to establish
centers to conduct state-of-the-art research to:

* increase awareness of new uses and improvements in the
use of drugs, biological products, and devices and risks of new
uses and combinations of drugs and biological products;
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» provide objective clinical information to health care practi-
tioners and providers, pharmacists, pharmacy benefit man-
agers and purchasers, health maintenance organizations and
other managed health care organizations, insurers and govern-
mental agencies, patients and consumers; and

* improve the quality of health care while reducing the cost
through an increase in the appropriate use of drugs, biological
products, or devices and the prevention of adverse effects.

In addition, this section requires the conduct of research on the
comparative effectiveness, cost-effectiveness, and safety of drugs,
biological products, and devices and such other activities as the
Secretary determines to be appropriate.

Subsection (c) requires that the Director conduct and support re-
search and build public-private partnerships to identify the causes
of preventable errors and patient injury in health care delivery; de-
velop, demonstrate, and evaluate strategies for reducing errors and
improving patient safety; and promote implementation of strategies
for reducing errors and improving patient safety.

Section 913. Information on quality and cost of care

Subsection (a) requires that the Director:

e conduct a survey to gather data on the cost and use of
health care services and, beginning in Fiscal Year 2001 and
subsequent years, the quality of health care, including the
types of health care services Americans use, their access to
health care services, frequency of use, how much is paid for the
services used, the source of those payments, the types and
costs of private health insurance, access, satisfaction, and qual-
ity of care for the general population and also for children, the
uninsured, poor and near-poor individuals, and persons with
special health care needs; and

« develop databases and tools that enable States to track the
quality, access, and use of health care services.

Subsection (b) further requires that, beginning in Fiscal Year
2001, the above survey:

* identify determinants of health outcomes and functional
status, the needs of special populations with respect to such
variables as well as an understanding of these changes over
time, relationships to health care access and use, and monitor
the overall national impact of Federal and State policy changes
on health care;

» provide information on the quality of care and patient out-
comes for frequently occurring clinical conditions for a nation-
ally representative sample of the population; and

» provide reliable national estimates for children and per-
sons with special health care needs through the use of supple-
ments or periodic expansions of the survey if necessary.

Beginning in Fiscal Year 2003, an annual report is required to be
submitted to Congress on national trends in the quality of health
care.

Section 914. Information systems for health care improvement

Subsection (a) directs the Agency to support research, evalua-
tions, and initiatives to advance:
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» the use of information systems for the study of health care
quality and outcomes, including the generation of both indi-
vidual and plan-level comparative performance;

» training for health care practitioners and researchers in
the use of information systems;

» the creation of effective linkages between various sources
of health information, including information networks;

 the delivery and coordination of evidence-based health care
services, including the use of real-time decision-support pro-
grams;

e the structure, content, definition, and coding of health in-
formation data and medical vocabularies in consultation with
appropriate Federal entities and shall seek input from appro-
priate private entities;

* the use of computer-based health records in outpatient and
inpatient settings as a personal health record for individual
health assessment and maintenance; and

* the protection of confidential patient information.

In addition, the Agency is directed to support demonstration
projects on the use of information tools for improving shared deci-
sion-making between patients and providers.

The Committee notes that this legislation places an emphasis on
research and other activities related to the outcomes of medical
interventions. In particular, the Agency is directed to link research
and clinical practice using not only Health Care Improvement Re-
search Centers but also Provider-Based Research Networks that
can evaluate outcomes. Further, the Agency is required to support
research and other initiatives to advance the use of information
systems for the study of health care quality and outcomes. The
Committee is aware of the importance of outcomes research and in-
formation dissemination in the continuous improvement of patient
care, in virtually every area of medical practice. In the area of can-
cer care, for example, the ability to chart patient outcomes from a
variety of interventions and use of varying clinical practices, and
to communicate these outcomes effectively among practitioners, al-
lows significant improvement in the treatment of this extremely
complex set of diseases. As resources expand, the Committee antici-
pates that the Agency will focus greater attention on this essential
area. In addition, the Agency should emphasize outcomes research
activities that encompass a broad geographical dispersion of study
subjects and that compile longitudinal data resulting from long-
term follow-up to support efforts to improve the quality of patient
care.

Section 915. Research supporting primary care and access in under-
served areas

Subsection (a) clarifies the role of the Preventive Services Task
Force (PSTF or the Task Force), which is to review the evidence
related to the effectiveness, appropriateness, and cost-effectiveness
of clinical preventive services for the purpose of developing rec-
ommendations for the health care community regarding their use-
fulness in daily clinical practice. (Authority for the PSTF was
transferred by the Secretary to the Agency several years ago.) The
Agency is directed to provide ongoing administrative, research, and
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technical support for the operation of the Preventive Services Task
Force and to coordinate and support the dissemination of Task
Force recommendations. The operation of the Task Force is exempt
from the requirements of the Federal Advisory Committee Act.

Subsection (b) establishes a Center for Primary Care Delivery
Research within the Agency (referred to in this subsection as the
“Center”) to serve as the principal source of funding for primary
care delivery research in the Department of Health and Human
Services. The legislation specifies the focus of primary care re-
search as the first contact when illness or health concerns arise,
the diagnosis, treatment or referral to specialty care, preventive
care, and the relationship between the clinician and the patient in
the context of the family and community.

The legislation also requires the Center to conduct and support
research on the nature and characteristics of primary care delivery
practice, producing evidence for the management of common clin-
ical problems, the management of undifferentiated clinical prob-
lems, and the continuity and coordination of health services.

Section 916. Clinical practice and technology innovation

Subsection (a) requires that the Director promote innovation in
evidence-based clinical practice and health care technologies by
conducting and supporting research on the development, diffusion,
and use of health care technology; developing, evaluating, and dis-
seminating methodologies for assessments; conducting and sup-
porting assessments of new and existing health care practices and
technologies; promoting education and training and providing tech-
nical assistance in the use of assessment methodologies; and work-
ing with the National Library of Medicine and the public and pri-
vate sectors to develop an electronic clearinghouse of such assess-
ments.

Subsection (b) specifies the process for clinical practice and tech-
nology assessment. It requires that the Director, not later than De-
cember 31, 2000, develop and publish a description of the methods
used by the Agency and its contractors in conducting such assess-
ments. It also requires that the Director cooperate and consult with
a specified list of Federal officials and the heads of other interested
Federal departments and agencies, and other private and public
entities (such as manufacturers, professional societies, or consumer
advocacy organizations that have relevant, scientifically-credible
knowledge and information bearing on issues integral to the as-
sessment). It also specifies that methods used in such assessments
must consider: safety, efficacy, and effectiveness; legal, social, and
ethical implications; costs, benefits, and cost-effectiveness; compari-
sons to alternative technologies and practices; and, to avoid dupli-
cation, data previously submitted to the Food and Drug Adminis-
tration.

Subsection (¢) requires that the Director conduct and support
specific assessments of health care technologies and practices and
authorizes the Director to conduct or support assessments on a re-
imbursable basis for other Federal agencies and other public or pri-
vate entities. In addition, the Director may make grants to, or
enter into cooperative agreements or contracts for the purpose of
conducting assessments of, experimental, emerging, existing, or po-
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tentially outmoded health care technologies, and for related activi-
ties with entities determined to be appropriate by the Director.
Such entities can include academic medical centers, research insti-
tutions, professional organizations, third party payers, other gov-
ernmental agencies, and consortia of appropriate research entities
established for the purpose of conducting technology assessments.

Section 917. Coordination of Federal Government quality improve-
ment efforts

Subsection (a) requires that the Secretary, acting through the Di-
rector, coordinate all Federal research, evaluations, and demonstra-
tions related to health services research and quality measurement
and improvement activities. With respect to such activities, it re-
quires that the Director, in collaboration with the appropriate Fed-
eral officials, develop and manage a process to improve interagency
coordination, priority setting, and the use and sharing of research
findings and data pertaining to Federal quality improvement pro-
grams, technology assessments, and health services research;
strengthen the research information infrastructure, including data-
bases; set specific goals; and strengthen the management of Fed-
eral health care quality improvement programs.

While this legislation instructs the Agency to have an expanded
role in the coordination of Federal quality improvement efforts un-
dertaken by the Federal government, the Committee does not in-
tend for the Agency to have an administrative role in the operation
&f programs under titles XVIII, XIX, and XXI of the Social Security

ct.

Subsection (b) directs the Secretary to enter into a contract with
the Institute of Medicine to describe and evaluate current quality
improvement, quality research, and quality monitoring processes;
provide a summary of existing partnerships that the Department
of Health and Human Services has pursued with private sector ac-
creditation, quality measurement and improvement organizations;
and identify options and make recommendations to improve the ef-
ficiency and effectiveness of such quality improvement programs.
The requirements of the contract include the preparation of (i) a re-
port providing an overview of the quality improvement programs of
the Department of Health and Human Services for the Medicare,
Medicaid, and Child Health Insurance Programs under titles XVIII,
XIX, and XXI of the Social Security Act (not later than 12 months
after the date of enactment), and (i1) not later than 24 months after
the date of enactment of this title, of a final report containing rec-
ommendations for a comprehensive system and public-private part-
nerships for health care quality improvement. This subsection re-
quires that the Secretary submit the reports to the Committee on
Finance and the Committee on Health, Education, Labor, and Pen-
sions of the Senate and the Committee on Commerce and the Com-
mittee on Ways and Means of the House of Representatives.

The Committee recognizes that other agencies conduct and sup-
port health services research and quality measurement and im-
provement activities. To eliminate unnecessary duplication of effort
and to streamline existing functions, the Committee has included
two important provisions in this section. The first, described above
in subsection (a) is to provide the Director with authority to coordi-
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nate these activities across other agencies and departments. The
second provision, described above in subsection (b), directs the In-
stitute of Medicine to review existing quality activities across de-
partments, with special emphasis on programs under Titles XVIII,
XIX, and XXI of the Social Security Act that are administered by
the Department of Health and Human Services, and develop rec-
ommendations for consolidation and coordination.

PART C—GENERAL PROVISIONS

Section 921. Advisory Council for Health Care Research and Qual-
ity

Subsection (a) establishes the Advisory Council for Health Care
Research and Quality (the Advisory Council).

Subsection (b) directs the Advisory Council to advise the Sec-
retary and the Director with respect to activities to carry out the
purpose of the Agency under section 901(b) and to make rec-
ommendations to the Director regarding:

* health care research priorities, especially studies related to
quality, outcomes, cost and the utilization of, and access to,
health care services;

* the field of health care research and related disciplines, es-
pecially issues related to training needs, and dissemination of
information on quality; and

» the appropriate role of the Agency in each of these areas
in light of private sector activity and identification of opportu-
nities for public-private sector partnerships.

Subsection (c) requires the Secretary to appoint 18 voting mem-
bers, ensuring that they represent professions and entities con-
cerned with, or affected by, activities under this title and under
section 1142 of the Social Security Act. The appointed members
must include three distinguished researchers; three individuals dis-
tinguished in the practice of medicine of which at least one is a pri-
mary care practitioner; three individuals distinguished in other
health professions; three individuals either representing the pri-
vate health care sector, including health plans, providers, and pur-
chasers or individuals distinguished as health care administrators;
three individuals distinguished in the fields of health care quality,
economics, information systems, law, ethics, business, or public pol-
icy; and three individuals representing the interests of patients and
consumers. The latter group may include consumer advocates with
expertise regarding the needs and interests of patients and con-
sumers of health care. At least 14 members are required to be rep-
resentatives of the public who are not officers or employees of the
United States.

The Secretary also must designate several ex officio members of
the Advisory Council, including the Assistant Secretary for Health,
the Director of the National Institutes of Health, the Director of
the Centers for Disease Control and Prevention, the Administrator
of the Health Care Financing Administration, the Assistant Sec-
retary of Defense (Health Affairs), and the Under Secretary for
Health of the Department of Veterans Affairs, and such other Fed-
eral officials as the Secretary considers appropriate.
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Subsection (d) requires appointed members of the Advisory Coun-
cil to serve for a term of 3 years. They may continue to serve after
the expiration of the term until a successor is appointed.

Subsection (e) states that if a member of the Advisory Council
does not serve the full term, the individual appointed to fill the re-
sulting vacancy shall be appointed for the remainder of the prede-
cessor’s term.

Subsection (f) states that the Director will designate a member
to serve as the chair of the Advisory Council.

Subsection (g) requires that the Advisory Council meet at least
once during each discrete 4—month period and may otherwise meet
at the call of the Director or the chair.

Subsection (h) requires that members of the Advisory Council re-
ceive compensation for each day (including travel time) engaged in
carrying out the duties of the Advisory Council unless declined by
the member. Such compensation may not be in an amount in ex-
cess of the GS—18 of the General Schedule. Ex officio members may
not receive compensation for service on the Advisory Council in ad-
dition to the compensation otherwise received for duties carried out
as officers of the United States.

Subsection (i) requires that the Director provide the Advisory
Council with such staff, information, and other assistance as may
be necessary to carry out the duties of the Advisory Council.

Section 922. Peer review with respect to grants and contracts

Subsection (a) requires that appropriate technical and scientific
peer review be conducted with respect to each application for a
grant, cooperative agreement, or contract under this title. Each
peer review group to which an application is submitted must report
its finding and recommendations with respect to the application to
the Director in such form and in such manner as the Director shall
require.

Subsection (b) prohibits the Director from approving an applica-
tion (described above) unless the application is recommended for
approval by a peer review group established under subsection (c).

Subsection (c¢) requires the Director to establish technical and sci-
entific peer review groups to carry out this section. Such groups
must be established without regard to the provisions of title 5,
United States Code, that govern appointments in the competitive
service, and without regard to the provisions of chapter 51, and
subchapter III of chapter 53, of such title that relate to classifica-
tion and pay rates under the General Schedule.

Peer review group members are to be eminently qualified indi-
viduals. Not more than 25 percent of such groups’ membership are
to be officers and employees of the United States and such officers
and employees may not receive additional compensation for service.
Peer review groups established under this section may continue in
existence until otherwise provided by law.

This subsection also requires that peer review group members
agree in writing to treat information received, records, reports, and
recommendations as confidential information and to recuse them-
selves from participation in the peer-review of specific applications
which present a potential personal conflict of interest or appear-
ance of a conflict.



32

Subsection (d) authorizes, in the case of applications for financial
assistance whose direct costs will not exceed $100,000, the Director
to make adjustments in the peer review procedures to encourage
the entry of individuals into the field of research and to encourage
clinical practice-oriented research, and for such other purposes as
the Director may determine to be appropriate.

Subsection (e) grants the Director the authority to issue regula-
tions for the conduct of peer review under this section.

Section 923. Certain provisions with respect to development, collec-
tion, and dissemination of data

Subsection (a) requires that the Director establish standard
methods to ensure the utility, accuracy, and sufficiency of data col-
lected by or for the Agency and requires that the Director, in doing
so, take into account other Federal data collection requirements
and differences among health care plans, delivery systems, pro-
viders, and provider arrangements. If the methods proposed by the
Director affect the administration of other programs, including the
programs under titles XVIII, XIX or XXI of the Social Security Act,
they shall be issued in the form of recommendations to the Sec-
retary.

Subsection (b) requires that the Director take appropriate action
to ensure that statistics and analyses developed under this title are
of high quality, timely, and comprehensive; that the statistics are
specific, standardized, and adequately analyzed and indexed; and
that the Director make such information available on as wide a
basis as is practicable.

Subsection (¢) provides the Director the authority, upon request
of a public or private entity, to undertake research or analyses oth-
erwise authorized under this title, the cost of which would be paid
by the entity and such funds would remain available to the Agency
until expended.

Section 924. Dissemination of information

Subsection (a) requires that the Director: promptly publish, or
make broadly available, in an understandable form, the results of
research, demonstration projects, and evaluations; ensure that in-
formation disseminated by the agency is science-based, objective,
and useful; promptly make data available to the public; provide, in
collaboration with the National Library of Medicine where appro-
priate, indexing, abstracting, translating, publishing, and other
services leading to a more effective dissemination of research infor-
mation, and undertake programs to develop new or improved meth-
ods for making such information available; and, as appropriate,
provide technical assistance to State and local government and
health agencies and conduct liaison activities to such agencies to
foster dissemination.

Subsection (b) prohibits the Director from restricting the publica-
tion or dissemination of data or results from projects conducted or
f)u%)ported under this title except for those limitations described

elow.

Subsection (c¢) protects and restricts information about identifi-
able persons or establishments. The provision states that such in-
formation cannot be used for any purpose other than that for which
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it was supplied, unless the person or establishment supplying the
information or described in it consents to its use for such other pur-
pose. The provision also prohibits the publication of such data, or
release in any form, unless the person who supplied the data or de-
scribed in it has consented to its publication or release.

Subsection (d) establishes a civil monetary penalty of not more
than $10,000 for each violation of subsection (c).

Section 925. Additional provisions with respect to grants and con-
tracts

Subsection (a) requires that the Director define by regulation the
circumstances under which financial interests in projects may be
reasonably expected to create a bias in favor of obtaining results
that are consistent with such interests, and the actions the Direc-
tor will take in response to such financial interests.

Subsection (b) provides that applications for grants, cooperative
agreements, or contracts, may not be approved unless the applica-
tion is submitted to the Secretary in the required form and con-
tains such agreements, assurances, and information as determined
by the Director to be necessary to carry out the program involved.

Subsection (c¢) provides that, upon request of an entity receiving
a grant, cooperative agreement, or contract, the Secretary may,
subject to paragraph (2), provide supplies, equipment, and services
for the purpose of aiding an entity in carrying out the project in-
volved and, for such purpose, may detail to the entity any officer
or employee of the Department of Health and Human Services.

With respect to a request described for services, supplies or
equipment, the Secretary is required to reduce the amount of the
financial assistance by an amount equal to the costs of detailing
personnel and the fair market value of any supplies, equipment, or
services provided by the Director. The Secretary shall, for the pay-
ment of expenses incurred in complying with such request, expend
the amounts withheld.

Subsection (d) provides that contracts may be entered into under
this part without regard to sections 3648 and 3709 of the Revised
Statutes (31 U.S.C. §529; 41 U.S.C. §5).

Section 926. Certain administrative authorities

Subsection (a) specifies that the Director may appoint a deputy
director for the Agency, and that the Director may appoint and fix
the compensation of such officers and employees as may be nec-
essary to carry out this title. Except as otherwise provided by law,
such officers and employees shall be appointed in accordance with
the civil service and compensation laws.

Subsection (b) authorizes the Secretary to lease or otherwise ac-
quire through the Director of General Services, buildings or por-
tions of buildings in the District of Columbia or communities lo-
cated adjacent to the District of Columbia for use for a period not
to exceed 10 years; and acquire, construct, improve, repair, operate,
and maintain laboratory, research, and other necessary facilities
and equipment, and such other real or personal property (including
patents) as the Secretary deems necessary.

Subsection (¢) authorizes the Director to make grants to public
and nonprofit entities and individuals, and enter into cooperative
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agreements or contracts with public and private entities and indi-
viduals.

Subsection (d) authorizes the Director to utilize personnel and
equipment, facilities, and other physical resources of the Depart-
ment of Health and Human Services, permit appropriate (as deter-
mined by the Secretary) entities and individuals to utilize the phys-
ical resources of such Department, and provide technical assistance
and advice. In addition, the Director may use with their consent,
the services, equipment, personnel, information, and facilities of
other Federal, State, or local public agencies, or of any foreign gov-
ernment, with or without reimbursement of such agencies.

Subsection (e) authorizes the Secretary to engage consultants
from time to time and for such periods as the Director deems advis-
able in accordance with provisions of Section 3109 of title 5, United
States Code, on the assistance and advice of consultants from the
United States or abroad.

Subsection (f) authorizes the Secretary to obtain the services of
not more than 50 experts or consultants who have appropriate sci-
entific or professional qualifications. Such experts and consultants
whose services are obtained must be paid or reimbursed for their
expenses associated with traveling to and from their assignment lo-
cation in accordance with sections of Government Organization and
Employees (title 5, United States Code) on travel, transportation
and subsistence expenses for government employees. Expenses may
not be allowed in connection with an expert or consultant unless
the expert agrees in writing to complete the entire period of assign-
ment, or 1 year, whichever is shorter, unless separated or reas-
signed for reasons that are beyond the control of the expert or con-
sultant and that are acceptable to the Secretary. If the expert or
consultant violates the agreement, the money spent by the United
States for the expenses specified in subparagraph (A) is recoverable
from the expert or consultant as a debt of the United States. The
Secretary may waive in whole or in part a right of recovery under
this subparagraph.

Subsection (g) allows the Director to accept voluntary and un-
compensated services.

Section 927. Funding

Subsection (a) clarifies that the Congress intends to ensure that
the United States’ investment in biomedical research is rapidly
translated into improvements in the quality of patient care, with
a corresponding investment in research on the most effective clin-
ical and organizational strategies for use of these findings in daily
practice, and notes that funds authorized provide for a propor-
tionate increase in health care research as the United States’ in-
vestment in biomedical research increases.

Subsection (b) authorizes to be appropriated, for the purpose of
carrying out this title, $250,000,000 for Fiscal Year 2000, and such
sums as may be necessary for each of the Fiscal Years 2001
through 2004.

Subsection (c) provides that, in addition to appropriated amounts
available above, there shall be made available for each fiscal year
an amount equal to 40 percent of the maximum amount authorized
in section 241 (relating to evaluations).
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Section 928. Definitions

This section defines the terms “Advisory Council,” “Agency,” and
“Director.”

Section 2 (b) of the bill provides that Section 901(a) of the Public
Health Service Act as amended by this bill applies as a redesigna-
tion of the Agency for Health Care Policy and Research, and not
as the termination of such agency and the establishment of a dif-
ferent agency. Subsection (a) of this section does not affect appoint-
ments of the personnel of such agency who were employed at the
agency on the day before the enactment of this bill.

This subsection also provides that, effective upon the date of en-
actment of this Act, any reference in law to the “Agency for Health
Care Policy and Research” shall be deemed to be a reference to the
“Agency for Health Research and Quality” and any reference to the
“Administrator” shall be deemed a reference to the “Director.”

Section 3. Grants regarding utilization of preventive health services

This section amends subpart I of part D of title III of the Public
Health Service Act (42 U.S.C. 254b et seq.) by adding at the end
a new section, 330D, entitled “Centers for Strategies on Facilitating
Utilization of Preventative Health Services Among Various Popu-
lations.”

Subsection (a) directs the Secretary, acting through the appro-
priate agencies of the Public Health Service, to make grants to
public or nonprofit private entities for the establishment and oper-
ation of regional centers whose purpose is to identify particular
populations of patients and facilitate the appropriate utilization of
preventive health services by patients in the identified populations
through developing and disseminating strategies to improve the
methods used by public and private health care programs and pro-
viders in interacting with such patients.

Subsection (b) provides that, in carrying out subsection (a), cen-
ters may establish programs of research and training, including the
development of curricula for training individuals in implementing
the strategies developed under such subsection.

Subsection (¢) provides that, to ensure that the strategies devel-
oped under subsection (a) account for principles of quality manage-
ment with respect to consumer satisfaction, applicants must agree
as a condition of a grant award that they will make arrangements
with one or more private entities that have experience in applying
such principles.

Subsection (d) directs the Secretary to give priority to various
populations of infants, young children, and their mothers.

Subsection (e) directs the Secretary, acting through the appro-
priate agencies of the Public Health Service, to provide for the eval-
uation of strategies under subsection (a) directly or through grants
or contracts to determine the extent to which the strategies have
been effective in facilitating the appropriate utilization of preven-
tive health services in the populations with respect to which the
strategies were developed.

Subsection (f) authorizes to be appropriated, for the purpose of
carrying out this section, such sums as may be necessary for each
of the Fiscal Years 2000 through 2004.
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CHANGES IN EXISTING LAW MADE BY THE BILL, AS REPORTED

In compliance with clause 3(e) of rule XIII of the Rules of the
House of Representatives, changes in existing law made by the bill,
as reported, are shown as follows (existing law proposed to be omit-
ted is enclosed in black brackets, new matter is printed in italic,
existing law in which no change is proposed is shown in roman):

PUBLIC HEALTH SERVICE ACT

* * * * * * *

TITLE III—GENERAL POWERS AND DUTIES OF PUBLIC
HEALTH SERVICE

* k & & * k &

PART D—PRIMARY HEALTH CARE
k * ES * %k * ES

Subpart I—Health Centers

* * k & * * *k

SEC. 330D. CENTERS FOR STRATEGIES ON FACILITATING UTILIZATION
OF PREVENTIVE HEALTH SERVICES AMONG VARIOUS POP-
ULATIONS.

(a) IN GENERAL.—The Secretary, acting through the appropriate
agencies of the Public Health Service, shall make grants to public
or nonprofit private entities for the establishment and operation of
regional centers whose purpose is to identify particular populations
of patients and facilitate the appropriate utilization of preventive
health services by patients in the populations through developing
and disseminating strategies to improve the methods used by public
and private health care programs and providers in interacting with
such patients.

(b) RESEARCH AND TRAINING.—The activities carried out by a cen-
ter under subsection (a) may include establishing programs of re-
search and training with respect to the purpose described in such
subsection, including the development of curricula for training indi-
viduals in implementing the strategies developed under such sub-
section.

(¢) QUALITY MANAGEMENT.—A condition for the receipt of a grant
under subsection (a) is that the applicant involved agree that, in
order to ensure that the strategies developed under such subsection
take into account principles of quality management with respect to
consumer satisfaction, the applicant will make arrangements with
one or more private entities that have experience in applying such
principles.

(d) PRIORITY REGARDING INFANTS AND CHILDREN.—In carrying
out the purpose described in subsection (a), the Secretary shall give
priority to various populations of infants, young children, and their
mothers.

(e) EVALUATIONS.—The Secretary, acting through the appropriate
agencies of the Public Health Service, shall (directly or through
grants or contracts) provide for the evaluation of strategies under
subsection (a) in order to determine the extent to which the strate-
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gies have been effective in facilitating the appropriate utilization of
preventive health services in the populations with respect to which
the strategies were developed.

(f) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of car-
rying out this section, there are authorized to be appropriated such
sums as may be necessary for each of the fiscal years 2000 through
2004.

* * * * * * *

[TITLE IX—AGENCY FOR HEALTH CARE POLICY AND
RESEARCH

[PART A—ESTABLISHMENT AND GENERAL DUTIES

[SEC. 901. ESTABLISHMENT.

[(a) IN GENERAL.—There is established within the Service an
agen(ﬁr to be known as the Agency for Health Care Policy and Re-
search.

[(b) PURPOSE.—The purpose of the Agency is to enhance the
quality, appropriateness, and effectiveness of health care services,
and access to such services, through the establishment of a broad
base of scientific research and through the promotion of improve-
ments in clinical practice (including the prevention of diseases and
other health conditions) and in the organization, financing, and de-
livery of health care services.

[(c) APPOINTMENT OF ADMINISTRATOR.—There shall be at the
head of the Agency an official to be known as the Administrator for
Health Care Policy and Research. The Administrator shall be ap-
pointed by the Secretary. The Secretary, acting through the Admin-
iitratori, shall carry out the authorities and duties established in
this title.

[SEC. 902. GENERAL AUTHORITIES AND DUTIES.

[(a) IN GENERAL.—In carrying out section 901(b), the Adminis-
trator shall conduct and support research, demonstration projects,
evaluations, training, guideline development, and the dissemina-
tion of information, on health care services and on systems for the
delivery of such services, including activities with respect to—

[(1) the effectiveness, efficiency, and quality of health care
services;

[(2) subject to subsection (d), the outcomes of health care
services and procedures;

[(3) clinical practice, including primary care and practice-ori-
ented research;

[(4) health care technologies, facilities, and equipment;

[(5) health care costs, productivity, and market forces;

[(6) health promotion and disease prevention;

[(7) health statistics and epidemiology; and

[(8) medical liability.

[(b) REQUIREMENTS WITH RESPECT TO RURAL AREAS AND UNDER-
SERVED POPULATIONS.—In carrying out subsection (a), the Adminis-
trator shall undertake and support research, demonstration
projects, and evaluations with respect to—

[(1) the delivery of health care services in rural areas (in-
cluding frontier areas); and
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[(2) the health of low-income groups, minority groups, and
the elderly.

[(c) HEALTH SERVICES TRAINING GRANTS.—The Administrator
may provide training grants in the field of health services research
related to activities authorized under subsection (a), to include pre-
and post-doctoral fellowships and training programs, young investi-
gator awards, and other programs and activities as appropriate.

[(d) MULTIDISCIPLINARY CENTERS.—The Administrator may pro-
vide financial assistance to public or nonprofit private entities for
meeting the costs of planning and establishing new centers, and op-
erating existing and new centers, for multidisciplinary health serv-
ices research, demonstration projects, evaluations, training, policy
analysis, and demonstrations respecting the matters referred to in
subsection (a).

[(e) RELATION TO CERTAIN AUTHORITIES REGARDING SOCIAL SE-
CURITY.—Activities authorized in this section may include, and
shall be appropriately coordinated with, experiments, demonstra-
tion projects, and other related activities authorized by the Social
Security Act and the Social Security Amendments of 1967. Activi-
ties under subsection (a)(2) of this section that affect the programs
under titles XVIII and XIX of the Social Security Act shall be car-
ried out consistent with section 1142 of such Act.

[SEC. 903. DISSEMINATION.

[(a) IN GENERAL.—The Administrator shall—

[(1) promptly publish, make available, and otherwise dis-
seminate, in a form understandable and on as broad a basis as
practicable so as to maximize its use, the results of research,
demonstration projects, and evaluations conducted or sup-
ported under this title and the guidelines, standards, and re-
view criteria developed under this title;

[(2) promptly make available to the public data developed in
such research, demonstration projects, and evaluations;

[(3) provide indexing, abstracting, translating, publishing,
and other services leading to a more effective and timely dis-
semination of information on research, demonstration projects,
and evaluations with respect to health care to public and pri-
vate entities and individuals engaged in the improvement of
health care delivery and the general public, and undertake pro-
grams to develop new or improved methods for making such
information available; and

[(4) as appropriate, provide technical assistance to State and
local government and health agencies and conduct liaison ac-
tivities to such agencies to foster dissemination.

[(b) PROHIBITION AGAINST RESTRICTIONS.—Except as provided in
subsection (c), the Administrator may not restrict the publication
or dissemination of data from, or the results of, projects conducted
or supported under this title.

[(c) LIMITATION ON USE OF CERTAIN INFORMATION.—No informa-
tion, if an establishment or person supplying the information or de-
scribed in it is identifiable, obtained in the course of activities un-
dertaken or supported under this title may be used for any purpose
other than the purpose for which it was supplied unless such estab-
lishment or person has consented (as determined under regulations
of the Secretary) to its use for such other purpose. Such informa-
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tion may not be published or released in other form if the person
who supplied the information or who is described in it is identifi-
able unless such person has consented (as determined under regu-
lations of the Secretary) to its publication or release in other form.
[(d) CERTAIN INTERAGENCY AGREEMENT.—The Administrator and
the Director of the National Library of Medicine shall enter into an
agreement providing for the implementation of subsection (a)(3).
[(e) REQUIRED INTERAGENCY AGREEMENT.—The Administrator
and the Director of the National Library of Medicine shall enter
intoAan agreement providing for the implementation of section
478A.
[SEC. 904. Hﬁéﬁ%H CARE TECHNOLOGY AND TECHNOLOGY ASSESS-
[(a) IN GENERAL.—In carrying out section 901(b), the Adminis-
trator shall promote the development and application of appro-
priate health care technology assessments—

[(1) by identifying needs in, and establishing priorities for,
the assessment of specific health care technologies;

[(2) by developing and evaluating criteria and methodologies
for health care technology assessment;

[(3) by conducting and supporting research on the develop-
ment and diffusion of health care technology;

[(4) by conducting and supporting research on assessment
methodologies;

[(5) by promoting education, training, and technical assist-
ance in the use of health care technology assessment meth-
odologies and results; and

[(6) by conducting assessments and reassessments of exist-
ing and new health care technologies.

[(b) SPECIFIC ASSESSMENTS.—

[(1) IN GENERAL.—In carrying out section 901(b), the Admin-
istrator shall conduct and support specific assessments of
health care technologies.

[(2) CONSIDERATION OF CERTAIN FACTORS.—In carrying out
paragraph (1), the Administrator shall consider the safety, effi-
cacy, and effectiveness, and, as appropriate, the legal, social,
and ethical implications, and appropriate uses of such tech-
nologies, including consideration of geographic factors. In car-
rying out such paragraph, the Administrator shall also con-
sider the cost effectiveness of such technologies where cost in-
formation is available and reliable.

[(c) AGENDA AND PRIORITIES.—

[(1) ESTABLISHMENT OF PRIORITIES.—In accordance with
paragraph (2), the Administrator, in consultation with the Ad-
visory Council established under section 921, shall establish an
annual list of technology assessments under consideration by
the Agency, including those assessments performed at the re-
quest of the Health Care Financing Administration and the
Department of Defense and those assessments performed
under subsections (d) and (f).

[(2) PuBLIC NOTICE.—The Administrator, in consultation
with the Advisory Council, shall publish the list established in
paragraph (1) annually in the Federal Register.

[(d) CONDUCT OF ASSESSMENTS.—
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[(1) RECOMMENDATIONS WITH RESPECT TO HEALTH CARE
TECHNOLOGY.—The Administrator shall make recommenda-
tions to the Secretary with respect to whether specific health
care technologies should be reimbursable under federally fi-
nanced health programs, including recommendations with re-
spect to any conditions and requirements under which any
such reimbursements should be made.

[(2) CONSIDERATIONS OF CERTAIN FACTORS.—In making rec-
ommendations respecting health care technologies, the Admin-
istrator shall consider the safety, efficacy, and effectiveness,
and, as appropriate, the appropriate uses of such technologies.
The Administrator shall also consider the cost effectiveness of
such technologies where cost information is available and reli-
able.

[(3) ADDITIONAL ASSESSMENTS.—The Administrator may con-
duct technology assessments in addition to those assessments
performed at the request of the Administrator of the Health
Care Financing Administration or of the Secretary of Defense.

[(4) CRITERIA.—The Administrator shall develop criteria for
determining the priority of assessments performed under this
subsection. Such criteria shall include—

[(A) the prevalence of the health condition for which the
technology aims to prevent, diagnose, treat and clinically
manage;

[(B) variations in current practice;

[(C) the economic burden posed by the prevention, diag-
nosis, treatment, and clinical management of the health
condition, including the impact on publicly-funded pro-
grams;

[(D) aggregate cost of the use of technology;

[(E) the morbidity and mortality associated with the
health condition; and

[(F) the potential of an assessment to improve health
outcomes or affect costs associated with the prevention, di-
agnosis, or treatment of the condition.

[(5) CONSULTATIONS.—In carrying out this subsection, the
Administrator shall cooperate and consult with the Director of
the National Institutes of Health, the Commissioner of Food
and Drugs, and the heads of any other interested Federal de-
partment or agency.

[(e) DESCRIPTION OF PROCESS.—Not later than January 1, 1994,
the Administrator shall develop and publish a description of the
methodology used to establish priorities for technology assessment
and the process used to conduct its technology assessments under
this section.

[(f) PROGRAM OF INNOVATIVE ASSESSMENTS.—

[(1) IN GENERAL.—The Administrator may make grants to,
or enter cooperative agreements or contracts with, entities de-
scribed in paragraph (2) for the establishment of collaborative
arrangements for the purpose of conducting assessments of ex-
perimental, emerging, existing, or potentially outmoded health
care technologies, and for related activities. Such assessments
may include controlled clinical trials, large simple trials, and
other methodologies that can be conducted in partnership be-



41

tween the public and private sectors or among multiple govern-
ment agencies.

[(2) ELIGIBLE ENTITIES.—The entities referred to in para-
graph (1) are entities determined to be appropriate by the Ad-
ministrator, which entities may include academic medical cen-
ters, research institutions, nonprofit professional organizations,
public or private third party payers, other governmental agen-
cies, and consortia of appropriate research entities established
for the purpose of conducting technology assessments.

[(3) USE OF AWARD.—A grant, cooperative agreement, or con-
tract under paragraph (1) may be expended for data collection,
data analysis, protocol development, report development, dis-
semination and evaluation, and other activities determined to
be appropriate by the Administrator. Such funds shall not be
used for direct services.

[(4) APPLICATION FOR AWARD.—To be eligible to receive a
grant, cooperative agreement, or contract under paragraph (1),
an entity shall prepare and submit to the Administrator an ap-
plication, at such time, in such form, and containing such in-
formation as the Administrator may require.

[(5) INTERAGENCY MEMORANDA OF UNDERSTANDING.—In car-
rying out paragraph (1), the Administrator may enter into
memoranda of understanding with the heads of other Federal
agencies.

[SEC. 905. DEMONSTRATION PROGRAM REGARDING CENTERS FOR

EDUCATION AND RESEARCH ON THERAPEUTICS.
[(a) IN GENERAL.—The Secretary, acting through the Adminis-

trator and in consultation with the Commissioner of Food and
Drugs, shall establish a demonstration 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 specified in sub-
section (b).

[(b) REQUIRED ACTIVITIES.—The activities referred to in sub-

section (a) are the following:

[(1) The conduct of state-of-the-art clinical and laboratory re-
search for the following purposes:
[(A) To increase awareness of—
[(i) new uses of drugs, biological products, and de-
vices;
[(ii) ways to improve the effective use of drugs, bio-
logical products, and devices; and
[(ii1) risks of new uses and risks of combinations of
drugs and biological products.
[(B) To provide objective clinical information to the fol-
lowing individuals and entities:
[(i) Health care practitioners or other providers of
health care goods or services.
[(ii) Pharmacy benefit managers.
[(ii) Health maintenance organizations or other
managed health care organizations.
[(iv) Health care insurers or governmental agencies.
[(v) Consumers.
[(C) To improve the quality of health care while reduc-
ing the cost of health care through—
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[(i) the appropriate use of drugs, biological products,
or devices; and

[(ii) the prevention of adverse effects of drugs, bio-
logical products, and devices and the consequences of
such effects, such as unnecessary hospitalizations.

[(2) The conduct of research on the comparative effectiveness
and safety of drugs, biological products, and devices.

[(38) Such other activities as the Secretary determines to be
appropriate, except that the grant may not be expended to as-
sist the Secretary in the review of new drugs.

[(c) APPLICATION FOR GRANT.—A grant under subsection (a) may
be made only if an application for the grant is submitted to the
Secretary and the application is in such form, is made in such
manner, and contains such agreements, assurances, and informa-
tion as the Secretary determines to be necessary to carry out this
section.

[(d) PEER REVIEW.—A grant under subsection (a) may be made
only if the application for the grant has undergone appropriate
technical and scientific peer review.

[(e) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of car-
rying out this section, there are authorized to be appropriated
$2,000,000 for fiscal year 1998, and $3,000,000 for each of fiscal
years 1999 through 2002.

[PART B—FORUM FOR QUALITY AND EFFECTIVENESS IN HEALTH
CARE

[SEC. 911. ESTABLISHMENT OF OFFICE.

[There is established within the Agency an office to be known as
the Office of the Forum for Quality and Effectiveness in Health
Care. The office shall be headed by a director, who shall be ap-
pointed by the Administrator. The Administrator shall carry out
this part acting through the Director.

[SEC. 912. DUTIES.

[(a) ESTABLISHMENT OF FORUM PROGRAM.—The Administrator
shall establish a program to be known as the Forum for Quality
and Effectiveness in Health Care. For the purpose of promoting the
quality, appropriateness, and effectiveness of health care, the Ad-
ministrator, using the process set forth in section 913, shall ar-
range for the development and periodic review and updating of—

[(1) clinically relevant guidelines that may be used by physi-
cians, educators, and health care practitioners to assist in de-
termining how diseases, disorders, and other health conditions
can most effectively and appropriately be prevented, diagnosed,
treated, and managed clinically; and

[(2) standards of quality, performance measures, and med-
ical review criteria through which health care providers and
other appropriate entities may assess or review the provision
of health care and assure the quality of such care.

[(b) CERTAIN REQUIREMENTS.—Guidelines, standards, perform-
ance measures, and review criteria under subsection (a) shall—

[(1) be based on the best available research and professional
judgment regarding the effectiveness and appropriateness of
health care services and procedures;
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[(2) be presented in formats appropriate for use by physi-
cians, health care practitioners, providers, medical educators,
and medical review organizations and in formats appropriate
for use by consumers of health care;

[(3) include treatment-specific or condition-specific practice
guidelines for clinical treatments and conditions in forms ap-
propriate for use in clinical practice, for use in educational pro-
grams, and for use in reviewing quality and appropriateness of
medical care; and

[(4) include information on risks and benefits of alternative
strategies for prevention, diagnosis, treatment, and manage-
me(ilt of a given disease, disorder, or other health condition;
an

[(5) include information on the costs of alternative strategies
for the prevention, diagnosis, treatment, and management of a
given disease, disorder, or other health condition, where cost
information is available and reliable.

[(c) AUTHORITY FOR CONTRACTS.—In carrying out this part, the
Administrator may enter into contracts with public or nonprofit
private entities.

[(d) DATE CERTAIN FOR INITIAL GUIDELINES AND STANDARDS.—
The Administrator, by not later than January 1, 1991, shall assure
the development of an initial set of guidelines, standards, perform-
ance measures, and review criteria under subsection (a) that in-
cludes not less than 3 clinical treatments or conditions described in
section 1142(a)(3) of the Social Security Act.

[(e) RELATIONSHIP WITH MEDICARE PROGRAM.—To assure an ap-
propriate reflection of the needs and priorities of the program
under title XVIII of the Social Security Act, activities under this
part that affect such program shall be conducted consistent with
section 1142 of such Act.

[(f) DEVELOPMENT OF CERTAIN GUIDELINES AND STANDARDS.—
Not later than January 1, 1996, the Administrator shall ensure
that a set of guidelines, standards, performance measures, and re-
view criteria, are developed under subsection (a)(1) that address
the prevention of not fewer than three conditions that account for
significant national health expenditures. In carrying out this sub-
section the Administrator shall consult with the United States Pre-
ventive Services Task Force and other recognized experts in the
field of disease prevention.

[SEC. 913. PROCESS FOR DEVELOPMENT OF GUIDELINES AND STAND-
ARDS.

[(a) DEVELOPMENT THROUGH CONTRACTS AND PANELS.—The Ad-
ministrator shall—

[(1) enter into contracts with public and nonprofit private
entities for the purpose of developing and periodically review-
ing and updating the guidelines, standards, performance meas-
ures, and review criteria described in section 912(a); and

[(2) convene panels of appropriately qualified experts (in-
cluding practicing physicians with appropriate expertise) and
health care consumers for the purpose of—

[(A) developing and periodically reviewing and updating
the guidelines, standards, performance measures, and re-
view criteria described in section 912(a); and
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[(B) reviewing the guidelines, standards, performance
measures, and review criteria developed under contracts
under paragraph (1).

[(b) AUTHORITY FOR ADDITIONAL PANELS.—The Administrator
may convene panels of appropriately qualified experts (including
practicing physicians with appropriate expertise) and health care
consumers for the purpose of—

[(1) developing the standards and criteria described in sec-
tion 914(b); and

[(2) providing advice to the Administrator and the Director
with respect to any other activities carried out under this part
or under section 902(a)(2).

[(c) SELECTION OF PANEL MEMBERS.—The Administrator shall
select the chairpersons and the members of the panels convened as
well as other participants in the guideline process under this sec-
tion. In selecting individuals to serve on panels convened under
this section, the Administrator shall consult with a broad range of
interested individuals and organizations, including organizations
representing physicians in the general practice of medicine and or-
ganizations representing physicians in specialties and subspecial-
ties pertinent to the purposes of the panel involved. The Adminis-
trator shall seek to appoint physicians reflecting a variety of prac-
tice settings. In making such selections, the Administrator shall en-
sure that a balance is maintained between individuals selected
from academic settings and individuals selected without full-time
academic appointments. At least two other members of such panels
shall be individuals who do not derive their primary source of rev-
enue directly from the performance of procedures discussed in the
guideline. The Administrator shall ensure that at least one partici-
pant in the guideline process shall have expertise in epidemiology
as well as familiarity with the clinical condition or treatment in
question. The Administrator shall also ensure that at least one par-
ticipant in the guideline process shall have expertise in health
services research or health economics as well as familiarity with
the clinical condition or treatment in question.

[SEC. 914. ADDITIONAL REQUIREMENTS.
[(a) PROGRAM AGENDA.—

[(1) IN GENERAL.—The Administrator shall provide for an
agenda for the development of the guidelines, standards, per-
formance measures, and review criteria described in section
912(a), including—

[(A) with respect to the guidelines, identifying specific
diseases, disorders, and other health conditions for which
the guidelines are to be developed and those that are to be
given priority in the development of the guidelines; and

[(B) with respect to the standards, performance meas-
ures, and review criteria, identifying specific aspects of
health care for which the standards, performance meas-
ures, and review criteria are to be developed and those
that are to be given priority in the development of the
standards, performance measures, and review criteria.

[(2) CONSIDERATION OF CERTAIN FACTORS IN ESTABLISHING
PRIORITIES.—
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[(A) Factors considered by the Administrator in estab-
lishing priorities for purposes of paragraph (1) shall in-
clude consideration of the extent to which the guidelines,
standards, performance measures, and review criteria in-
volved can be expected—

[(i) to improve methods for disease prevention;

[(ii) to improve methods of diagnosis, treatment,
and clinical management for the benefit of a signifi-
cant number of individuals;

[([ii) to reduce clinically significant variations
among physicians in the particular services and proce-
dures utilized in making diagnoses and providing
treatments; and

[(iv) to reduce clinically significant variations in the
outcomes of health care services and procedures.

[(B) In providing for the agenda required in paragraph
(1), including the priorities, the Administrator shall con-
sult with the Administrator of the Health Care Financing
Administration and otherwise act consistent with section
1142(b)(3) of the Social Security Act.

[(C) The Administrator shall develop and publish a
methodology for establishing priorities for guideline topics.
Such methodology may include the considerations de-
scribed in section 904(d)(2) or 914(a)(2), and other consid-
erations determined by the Administrator to be appro-
priate. Using such methodology, the Administrator shall
establish and publish annually in the Federal Register a
list of guideline topics under consideration.

[(b) STANDARDS AND CRITERIA.—

[(1) PROCESS FOR DEVELOPMENT, REVIEW, AND UPDATING.—
The Administrator shall establish standards and criteria to be
utilized by the recipients of contracts under section 913, and
by the expert panels convened under such section, with respect
to the development and periodic review and updating of the
guidelines, standards, performance measures, and review cri-
teria described in section 912(a).

[(2) AWARD OF CONTRACTS.—The Administrator shall estab-
lish standards and criteria to be utilized for the purpose of en-
suring that contracts entered into for the development or peri-
odic review or updating of the guidelines, standards, perform-
ance measures, and review criteria described in section 912(a)
will be entered into only with appropriately qualified entities.

[(3) CERTAIN REQUIREMENTS FOR STANDARDS AND CRITERIA.—
The Administrator shall ensure that the standards and criteria
established under paragraphs (1) and (2) specify that—

[(A) appropriate consultations with interested individ-
uals and organizations are to be conducted in the develop-
ment of the guidelines, standards, performance measures,
and review criteria described in section 912(a); and

[(B) such development may be accomplished through the
adoption, with or without modification, of guidelines,
standards, performance measures, and review criteria
that—

[(i) meet the requirements of this part; and
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[(ii) are developed by entities independently of the
program established in this part.

[(4) IMPROVEMENTS OF STANDARDS AND CRITERIA.—The Ad-
ministrator shall conduct and support research with respect to
improving the standards and criteria developed under this sub-
section.

[(c) DiSSEMINATION.—The Administrator shall promote and sup-
port the dissemination of the guidelines, standards, performance
measures, and review criteria described in section 912(a). Such dis-
semination shall be carried out through organizations representing
health care providers, organizations representing health care con-
sumers, peer review organizations, accrediting bodies, and other
appropriate entities.

[(d) PiLoT TESTING.—The Administrator may conduct or support
pilot testing of the guidelines, standards, performance measures,
and review criteria developed under section 912(a). Any such pilot
testing may be conducted prior to, or concurrently with, their dis-
semination under subsection (c).

[(e) EVALUATIONS.—The Administrator shall conduct and support
evaluations of the extent to which the guidelines, standards, per-
formance standards, and review criteria developed under section
912 have had an effect on the clinical practice of medicine. Evalua-
tions shall be developed prior to the completion and release of the
guideline, so that baseline data concerning practice patterns and
health care costs may be obtained as part of the evaluation.

[(f) RECOMMENDATIONS TO ADMINISTRATOR.—The Director shall
make recommendations to the Administrator on activities that
should be carried out under section 902(a)(2) and under section
1142 of the Social Security Act, including recommendations of par-
ticular research projects that should be carried out with respect
to—

[(1) evaluating the outcomes of health care services and pro-
cedures;

[(2) developing the standards and criteria required in sub-
section (b); and

[(3) promoting the utilization of the guidelines, standards,
performance standards, and review criteria developed under
section 912(a).

[PART C—GENERAL PROVISIONS

[SEC. 921. ADVISORY COUNCIL FOR HEALTH CARE POLICY, RE-
SEARCH, AND EVALUATION.

[(a) ESTABLISHMENT.—There is established an advisory council to
be known as the National Advisory Council for Health Care Policy,
Research, and Evaluation.

[(b) DUTIES.—

[(1) IN GENERAL.—The Council shall advise the Secretary
and the Administrator with respect to activities to carry out
the purpose of the Agency under section 901(b).

[(2) CERTAIN RECOMMENDATIONS.—Activities of the Council
under paragraph [(1) shall include making recommendations
to the Administrator regarding priorities for a national agenda
and strategy for—
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[(A) the conduct of research, demonstration projects, and
evaluations with respect to health care, including clinical
practice and primary care;

[(B) the development and application of appropriate
health care technology assessments;

[(C) the development and periodic review and updating
of guidelines for clinical practice, standards of quality, per-
formance measures, and medical review criteria with re-
spect to health care; and

[(D) the conduct of research on outcomes of health care
services and procedures.

[(c) MEMBERSHIP.—

[(1) IN GENERAL.—The Council shall, in accordance with this
subsection, be composed of appointed members and ex officio
members. All members of the Council shall be voting members,
other than officials designated under paragraph (3)(B) as ex
officio members of the Council.

[(2) APPOINTED MEMBERS.—The Secretary shall appoint to
the Council 17 appropriately qualified representatives of the
public who are not officers or employees of the United States.
The Secretary shall ensure that the appointed members of the
Council, as a group, are representative of professions and enti-
ties concerned with, or affected by, activities under this title
and under section 1142 of the Social Security Act. Of such
members—

[(A) 8 shall be individuals distinguished in the conduct
of research, demonstration projects, and evaluations with
respect to health care;

[(B) 3 shall be individuals distinguished in the practice
of medicine;

[(C) 2 shall be individuals distinguished in the health
professions;

[(D) 2 shall be individuals distinguished in the fields of
business, law, ethics, economics, and public policy; and

[(E) 2 shall be individuals representing the interests of
consumers of health care.

[(3) Ex oFFici0 MEMBERS.—The Secretary shall designate as
ex officio members of the Council—

[(A) the Director of the National Institutes of Health,
the Director of the Centers for Disease Control, the Admin-
istrator of the Health Care Financing Administration, the
Assistant Secretary of Defense (Health Affairs), the Chief
Medical Officer of the Department of Veterans Affairs; and

[(B) such other Federal officials as the Secretary may
consider appropriate.

[(d) TERMS.—

[(1) IN GENERAL.—Except as provided in paragraph (2),
members of the Council appointed under subsection (¢)(2) shall
serve for a term of 3 years.

[(2) STAGGERED ROTATION.—Of the members first appointed
to the Council under subsection (c)(2), the Secretary shall ap-
point 6 members to serve for a term of 3 years, 6 members to
serve for a term of 2 years, and 5 members to serve for a term
of 1 year.
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[(3) SERVICE BEYOND TERM.—A member of the Council ap-
pointed under subsection (c)(2) may continue to serve after the
expiration of the term of the member until a successor is ap-
pointed.

[(e) VACANCIES.—If a member of the Council appointed under
subsection (c)(2) does not serve the full term applicable under sub-
section (d), 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 Administrator shall, from among the members
of the Council appointed under subsection (c)(2), designate an indi-
vidual to serve as the chair of the Council.

[(g) MEETINGS.—The Council shall meet not less than once dur-
ing each discrete 4-month period and shall otherwise meet at the
call of the Administrator or the chair.

[(h) COMPENSATION AND REIMBURSEMENT OF EXPENSES.—

[(1) APPOINTED MEMBERS.—Members of the Council ap-
pointed under subsection (c)(2) shall receive compensation for
each day (including traveltime) engaged in carrying out the du-
ties of the Council. Such compensation may not be in an
amount in excess of the maximum rate of basic pay payable for
GS-18 of the General Schedule.

[(2) EX oFFicio MEMBERS.—Officials designated under sub-
section (c)(3) as ex officio members of the Council may not re-
ceive compensation for service on the Council in addition to the
compensation otherwise received for duties carried out as offi-
cers of the United States.

[(i) STAFF.—The Administrator shall provide to the Council such
staff, information, and other assistance as may be necessary to
carry out the duties of the Council.

[(G) DURATION.—Notwithstanding section 14(a) of the Federal Ad-
visory Committee Act, the Council shall continue in existence until
otherwise provided by law.

[SEC. 922. PEER REVIEW WITH RESPECT TO GRANTS AND CONTRACTS.

[(a) REQUIREMENT OF REVIEW.—

[(1) IN GENERAL.—Appropriate technical and scientific peer
review shall be conducted with respect to each application for
a grant, cooperative agreement, or contract under this title.

[(2) REPORTS TO ADMINISTRATOR.—Each peer review group to
which an application is submitted pursuant to paragraph (1)
shall report its finding and recommendations respecting the
application to the Administrator in such form and in such
manner as the Administrator shall require.

[(b) APPROVAL AS PRECONDITION OF AWARDS.—The Adminis-
trator may not approve an application described in subsection (a)(1)
unless the application is recommended for approval by a peer re-
view group established under subsection (c).

[(c) ESTABLISHMENT OF PEER REVIEW GROUPS.—

[(1) IN GENERAL.—The Administrator shall establish such
technical and scientific peer review groups as may be nec-
essary to carry out this section. Such groups shall be estab-
lished without regard to the provisions of title 5, United States
Code, that govern appointments in the competitive service, and
without regard to the provisions of chapter 51, and subchapter
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IIT of chapter 53, of such title that relate to classification and
pay rates under the General Schedule.

[(2) MEMBERSHIP.—The members of any peer review group
established 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 percent of the membership of any such
group. Such officers and employees may not receive compensa-
tion for service on such groups in addition to the compensation
otherwise received for duties carried out as such officers and
employees.

[(3) DURATION.—Notwithstanding section 14(a) of the Fed-
eral Advisory Committee Act, peer review groups established
under this section shall continue in existence until otherwise
provided by law.

[(d) CATEGORIES OF REVIEW.—

[(1) IN GENERAL.—With respect to technical and scientific
peer review under this section, there shall be two categories of
peer review groups as follows:

[(A) One category of such groups shall, subject to sub-
paragraph (B), review applications with respect to re-
search, demonstration projects, or evaluations.

[(B) The other category of such groups shall review ap-
plications with respect to dissemination activities or the
development of research agendas (including conferences,
workshops, and meetings). If the purpose of a proposal pre-
sented in an application is a matter described in the pre-
ceding sentence, the application shall be reviewed by the
groups referred to in such sentence, notwithstanding that
the proposal involves research, demonstration projects, or
evaluations.

[(2) AUTHORITY FOR PROCEDURAL ADJUSTMENTS IN CERTAIN
CASES.—In the case of applications described in subsection
(a)(1) for financial assistance whose direct costs will not exceed
$50,000, the Administrator may make appropriate adjustments
in the procedures otherwise established by the Administrator
for the conduct of peer review under this section. Such adjust-
ments may be made for the purpose of encouraging the entry
of individuals into the field of research, for the purpose of en-
couraging clinical practice-oriented research, and for such
other purposes as the Administrator may determine to be ap-
propriate.

[(e) REGULATIONS.—The Secretary shall issue regulations for the
conduct of peer review under this section.
[SEC. 923. CERTAIN PROVISIONS WITH RESPECT TO DEVELOPMENT,

COLLECTION, AND DISSEMINATION OF DATA.

[(a) STANDARDS WITH RESPECT TO UTILITY OF DATA.—

[(1) IN GENERAL.—With respect to data developed or col-
lected by any entity for the purpose described in section 901(b),
the Administrator shall, in order to assure the utility, accu-
racy, and sufficiency of such data for all interested entities, es-
tablish guidelines for uniform methods of developing and col-
lecting such data. Such guidelines shall include specifications
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for the development and collection of data on the outcomes of
health care services and procedures.

[(2) RELATIONSHIP WITH MEDICARE PROGRAM.—In any case
where guidelines under paragraph (1) may affect the adminis-
tration of the program under title XVIII of the Social Security
Act, the guidelines shall be in the form of recommendations to
the Secretary for such program.

[(b) STATISTICS.—The Administrator shall—

[(1) take such action as may be necessary to assure that sta-
tistics developed under this title are of high quality, timely,
and comprehensive, as well as specific, standardized, and ade-
quately analyzed and indexed; and

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

[(c) AUTHORITY REGARDING CERTAIN REQUESTS.—Upon the re-
quest of a public or nonprofit private entity, the Administrator may
tabulate and analyze statistics under arrangements under which
such entity will pay the cost of the service provided. Amounts ap-
propriated to the Administrator from payments made under such
arrangements shall be available to the Administrator for obligation
until expended.

[SEC. 924. ADDITIONAL PROVISIONS WITH RESPECT TO GRANTS AND
CONTRACTS.

[(a) FIiNANCIAL CONFLICTS OF INTEREST.—With respect to
projects for which awards of grants, cooperative agreements, or
contracts are authorized to be made under this title, the Adminis-
trator shall by regulation define—

[(1) the specific circumstances that constitute financial inter-
ests 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 interests; and

[(2) the actions that will be taken by the Administrator in
response to any such interests identified by the Administrator.

[(b) REQUIREMENT OF APPLICATION.—The Administrator may
not, with respect to any program under this title authorizing the
provision of grants, cooperative agreements, or contracts, provide
any such financial assistance unless an application for the assist-
ance is submitted to the Secretary and the application is in such
form, is made in such manner, and contains such agreements, as-
surances, and information as the Administrator 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 title, the
Secretary may, subject to paragraph (2), provide supplies,
equipment, and services for the purpose of aiding the entity in
carrying out the project involved and, for such purpose, may
detail to the entity any officer or employee of the Department
of Health and Human Services.

[(2) CORRESPONDING REDUCTION IN FUNDS.—With respect to
a request described in paragraph (1), the Secretary shall re-
duce the amount of the financial assistance involved by an
amount equal to the costs of detailing personnel and the fair
market value of any supplies, equipment, or services provided



51

by the Administrator. The Secretary shall, for the payment of
expenses incurred in complying with such request, expend the
amounts withheld.

[(d) APPLICABILITY OF CERTAIN PROVISIONS WITH RESPECT TO
CoNTRACTS.—Contracts may be entered into under this part with-
out regard to sections 3648 and 3709 of the Revised Statutes (31
U.S.C. 529; 41 U.S.C. 5).

[SEC. 925. CERTAIN ADMINISTRATIVE AUTHORITIES.

[(a) DEPUTY ADMINISTRATOR AND OTHER OFFICERS AND EMPLOY-
EES.—

[(1) DEPUTY ADMINISTRATOR.—The Administrator may ap-
point a deputy administrator for the Agency.

[(2) OTHER OFFICERS AND EMPLOYEES.—The Administrator
may appoint and fix the compensation of such officers and em-
ployees as may be necessary to carry out this title. Except as
otherwise provided by law, such officers and employees shall be
appointed in accordance with the civil service laws and their
EOIgpensation fixed in accordance with title 5, United States

ode.

[(b) FACILITIES.—The Secretary, in carrying out this title—

[(1) may acquire, without regard to the Act of March 3, 1877
(40 U.S.C. 34), by lease or otherwise through the Adminis-
trator of General Services, buildings or portions of buildings in
the District of Columbia or communities located adjacent to the
Dis(,ltrict of Columbia for use for a period not to exceed 10 years;
an

[(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 necessary.

[(c) PROVISION OF FINANCIAL ASSISTANCE.—The Administrator,
in carrying out this title, may make grants to, and enter into coop-
erative agreements with, public and nonprofit private entities and
individuals, and when appropriate, may enter into contracts with
public and private entities and individuals.

[(d) UTILIZATION OF CERTAIN PERSONNEL AND RESOURCES.—

[(1) DEPARTMENT OF HEALTH AND HUMAN SERVICES.—The
Administrator, in carrying out this title, may utilize personnel
and equipment, facilities, and other physical resources of the
Department of Health and Human Services, permit appro-
priate (as determined by the Secretary) entities and individ-
uals to utilize the physical resources of such Department, and
provide technical assistance and advice.

[(2) OTHER AGENCIES.—The Administrator, in carrying out
this title, may use, with their consent, the services, equipment,
personnel, information, and facilities of other Federal, State, or
local public agencies, or of any foreign government, with or
without reimbursement of such agencies.

[(e) CONSULTANTS.—The Secretary, in carrying out this title,
may secure, from time to time and for such periods as the Adminis-
trator deems advisable but in accordance with section 3109 of title
5, United States Code, the assistance and advice of consultants
from the United States or abroad.

[(f) EXPERTS.—
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[(1) IN GENERAL.—The Secretary may, in carrying out this
title, obtain the services of not more than 50 experts or con-
sultants who have appropriate scientific or professional quali-
fications. Such experts or consultants shall be obtained in ac-
cordance with section 3109 of title 5, United States Code, ex-
cept that the limitation in such section on the duration of serv-
ice shall not apply.

[(2) TRAVEL EXPENSES.—

[(A) Experts and consultants whose services are ob-
tained 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, United States
Code.

[(B) 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) unless and until the expert agrees in writing to com-
plete the entire period of assignment, or one year, which-
ever is shorter, unless separated or reassigned for reasons
that are beyond the control of the expert or consultant and
that are acceptable to the Secretary. If the expert or con-
sultant violates the agreement, the money spent by the
United States for the expenses specified in subparagraph
(A) is recoverable from the expert or consultant as a debt
of 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 Adminis-
trator, in carrying out this title, may accept voluntary and uncom-
pensated services.

[SEC. 926. FUNDING.

[(a) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of
carrying out this title, there are authorized to be appropriated
$115,000,000 for fiscal year 1993, $145,000,000 for fiscal year 1994,
and $175,000,000 for fiscal year 1995.

[(b) EVALUATIONS.—In addition to amounts available pursuant to
subsection (a) for carrying out this title, there shall be made avail-
able for such purpose, from the amounts made available pursuant
to section 241 of this Act (relating to evaluations), an amount equal
to 40 percent of the maximum amount authorized in such section
241 to be made available.

[(c) INFORMATION CENTER.—For purposes of carrying out the ac-
tivities under section 903(e), there are authorized to be appro-
priated $3,000,000 for fiscal year 1993, and such sums as may be
necessary for each of the fiscal years 1994 and 1995.

[(d) HEALTH CARE TECHNOLOGY ASSESSMENT.—For the purpose
of carrying out technology assessment activities under section
904(d), there are authorized to be appropriated $2,000,000 for fiscal
year 1993, and such sums as may be necessary for each of the fis-
cal years 1994 and 1995.

[(e) PROGRAM OF INNOVATIVE ASSESSMENTS.—For purposes of es-
tablishing the program of innovative assessments under section
904(f), there are authorized to be appropriated $2,000,000 for fiscal
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year 1993, and such sums as may be necessary in each of the fiscal
years 1994 and 1995.

[SEC. 927. DEFINITIONS.
[For purposes of this title:

[(1) The term “Administrator” means the Administrator for
Health Care Policy and Research.

[(2) The term “Agency” means the Agency for Health Care
Policy and Research.

[(3) The term “Council” means the National Advisory Coun-
cil on Health Care Policy, Research, and Evaluation.

[(4) The term “Director” means the Director of the Office of
the Forum for Quality and Effectiveness in Health Care.]

TITLE IX—AGENCY FOR HEALTH
RESEARCH AND QUALITY

PART A—ESTABLISHMENT AND GENERAL
DUTIES

SEC. 901. MISSION AND DUTIES.

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

(b) M1SSION.—The purpose of the Agency is to enhance the qual-
ity, 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 clin-
ical and health system practices, including the prevention of dis-
eases and other health conditions. The Agency shall promote health
care quality improvement by—

(1) conducting and supporting research that develops and
presents scientific evidence regarding all aspects of health,
including—

(A) the development and assessment of methods for en-
hancing patient participation in their own care and for fa-
cilitating shared patient-physician decision-making;

(B) the outcomes, effectiveness, and cost-effectiveness of
health care practices, including 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 im-
proving 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;
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(2) synthesizing and disseminating available scientific evi-
dence for use by patients, consumers, practitioners, providers,
purchasers, policy makers, and educators; and

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

(c) REQUIREMENTS WITH RESPECT TO RURAL AREAS AND PRIORITY
POPULATIONS.—In carrying out subsection (b), the Director shall un-
dertake and support research, demonstration projects, and evalua-
tions with respect to—

(1) the delivery of health services in rural areas (including
frontier areas);

(2) health services for low-income groups, and minority
groups;

(3) the health of children;

(4) the elderly; and

(5) people with special health care needs, including disabil-
ities, chronic care and end-of-life health care.

SEC. 902. GENERAL AUTHORITIES.

(a) IN GENERAL.—In carrying out section 901(b), the Director
shall support demonstration projects, conduct and support research,
evaluations, training, research networks, multi-disciplinary centers,
technical assistance, and the dissemination of information, on
health care, and on systems for the delivery of such care, including
activities with respect to—

(1) the quality, effectiveness, efficiency, appropriateness and
value of health care services;

(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-ori-
ented research;

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

; (6) health care costs, productivity, organization, and market
orces;

(7) health promotion and disease prevention, including clin-
ical preventive services;

(8) health statistics, surveys, database development, and epi-
demiology; 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 au-
thorized under subsection (a), to include pre- and post-doctoral
fellowships and training programs, young investigator awards,
and other programs and activities as appropriate. In carrying
out this subsection, the Director shall make use of funds made
available under section 487.

(2) REQUIREMENTS.—In developing priorities for the alloca-
tion of training funds under this subsection, the Director shall
take into consideration shortages in the number of trained re-
searchers addressing the priority populations.

(¢) MULTIDISCIPLINARY CENTERS.—The Director may provide fi-
nancial assistance to assist in meeting the costs of planning and es-
tablishing new centers, and operating existing and new centers, for
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multidisciplinary health services research, demonstration projects,
evaluations, training, and policy analysis with respect to the mat-
ters referred to in subsection (a).

(d) RELATION TO CERTAIN AUTHORITIES REGARDING SOCIAL SE-
CURITY.—Activities authorized in this section shall be appropriately
coordinated with experiments, demonstration projects, and other re-
lated activities authorized by the Social Security Act 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 shall be carried out consistent with
section 1142 of such Act.

(e) DISCLAIMER.—The Agency shall not mandate national stand-
ards of clinical practice or quality health care standards. Rec-
ommendations resulting from projects funded and published by the
Agency shall include a corresponding disclaimer.

(f) RULE OF CONSTRUCTION.—Nothing in this section shall be con-
strued to imply that the Agency’s role is to mandate a national
standard or specific approach to quality measurement and report-
ing. In research and quality improvement activities, the Agency
shall consider a wide range of choices, providers, health care deliv-
ery systems, and individual preferences.

PART B—HEALTH CARE IMPROVEMENT
RESEARCH

SEC. 911. HEALTH CARE OUTCOME IMPROVEMENT RESEARCH.

(a) EVIDENCE RATING SYSTEMS.—In collaboration with experts
from the public and private sector, the Agency shall identify and
disseminate methods or systems that it uses to assess health care re-
search results, particularly methods or systems that it uses to rate
the strength of the scientific evidence behind health care practice,
recommendations in the research literature, and technology assess-
ments. The Agency shall make methods or systems for evidence rat-
ing 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 PRO-
VIDER-BASED RESEARCH NETWORKS.—

(1) IN GENERAL.—In order to address the full continuum of
care and outcomes research, to link research to practice im-
provement, and to speed the dissemination of research findings
to community practice settings, the Agency shall employ re-
search strategies and mechanisms that will link research di-
rectly with clinical practice in geographically diverse locations
throughout the United States, including—

(A) Health Care Improvement Research Centers that com-
bine demonstrated multidisciplinary expertise in outcomes
or quality improvement research with linkages to relevant
sites of care;

(B) Provider-based Research Networks, including plan,
facility, or delivery system sites of care (especially primary
care), that can evaluate outcomes and promote quality im-
provement; and
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(C) other innovative mechanisms or strategies to link re-
search with clinical practice.

(2) REQUIREMENTS.—The Director is authorized to establish
the requirements for entities applying for grants under this sub-
section.

SEC. 912. PRIVATE-PUBLIC PARTNERSHIPS TO IMPROVE ORGANIZA-
TION AND DELIVERY.
(a) SUPPORT FOR EFFORTS TO DEVELOP INFORMATION ON QUAL-
ITY.—

(1) SCIENTIFIC AND TECHNICAL SUPPORT.—In its role as the
principal agency for health research and quality, the Agency
may provide scientific and technical support for private and
public efforts to improve health care quality, including the ac-
tivities of accrediting 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 sec-
tor;

(D) assistance in the development of improved health care
information systems;

(E) the development of survey tools for the purpose of
measuring participant and beneficiary assessments of their
health care; and

(F) identifying and disseminating information on mecha-
nisms 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 specified in paragraph (2).

(2) REQUIRED ACTIVITIES.—The activities referred to in this
paragraph are the following:

(A) The conduct of state-of-the-art research for the fol-
lowing purposes:

(1) To increase awareness of—
(I) new uses of drugs, biological products, and
devices;
(II) ways to improve the effective use of drugs,
biological products, and devices; and
(III) risks of new uses and risks of combinations
of drugs and biological products.
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(it) To provide objective clinical information to the
following individuals and entities:
(I) Health care practitioners and other providers
of health care goods or services.
(I) Pharmacists, pharmacy benefit managers
and purchasers.
(III) Health maintenance organizations and
other managed health care organizations.
(IV) Health care insurers and governmental
agencies.
(V) Patients and consumers.
(iti) To improve the quality of health care while re-
ducing 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, bi-
ological products, and devices and the con-
sequences of such effects, such as unnecessary hos-
pitalizations.

(B) The conduct of research on the comparative effective-
ness, cost-effectiveness, and safety of drugs, biological prod-
ucts, and devices.

(C) Such other activities as the Secretary determines to be
appropriate, except that a grant may not be expended to as-
sist the Secretary in the review of new drugs.

(¢c) REDUCING ERRORS IN MEDICINE.—The Director shall 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 strategies for reducing
errors and improving patient safety; and

(3) promote the implementation of effective strategies through-
out the health care industry.

SEC. 913. INFORMATION ON QUALITY AND COST OF CARE.
(a) IN GENERAL.—In carrying out 902(a), the Director shall—

(1) conduct a survey to collect data on a nationally represent-
ative sample of the population on the cost, use and, for fiscal
year 2001 and subsequent fiscal years, quality of health care,
including the types of health care services Americans use, their
access to health care services, frequency of use, how much is
paid for the services used, the source of those payments, the
types and costs of private health insurance, access, satisfaction,
and quality of care for the general population and also for pop-
ulations identified in section 901(c); 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
sh(lzlll ensure that the survey conducted under subsection (a)(1)
will—

(A) identify determinants of health outcomes and func-
tional status, the needs of special populations in such vari-
ables as well as an understanding of changes over time, re-
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lationships to health care access and use, and monitor the
overall national impact of Federal and State policy changes
on health care;

(B) provide information on the quality of care and pa-
tient outcomes for frequently occurring clinical conditions
for a nationally representative sample of the population;
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 suruvey.

In expanding the Medical Expenditure Panel Survey, as in ex-
istence on the date of enactment of this title) in fiscal year 2001
to collect information on the quality of care, the Director shall
take into account any outcomes measurements generally col-
lected by private sector accreditation organizations.

(2) ANNUAL REPORT.—Beginning in fiscal year 2003, the Sec-
retary, 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.

SEC. 914. INFORMATION SYSTEMS FOR HEALTH CARE IMPROVEMENT.

(a) IN GENERAL.—In order to foster a range of innovative ap-
proaches to the management and communication of health informa-
tion, the Agency shall support research, evaluations and initiatives
to advance—

(1) the use of information systems for the study of health care
quality and outcomes, including the generation of both indi-
vidual provider 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, including the development of information
networks;

(4) the delivery and coordination of evidence-based health
care services, including the use of real-time health care deci-
sion-support programs;

(5) the structure, content, definition, and coding of health in-
formation data and medical vocabularies in consultation with
appropriate Federal entities and shall seek input from appro-
priate private entities;

(6) the use of computer-based health records in outpatient
and inpatient settings as a personal health record for indi-
vidual health assessment and maintenance, and for monitoring
public health and outcomes of care within populations; 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 improving shared de-
cision-making between patients and their care-givers.

SEC. 915. RESEARCH SUPPORTING PRIMARY CARE AND ACCESS IN UN-
DERSERVED AREAS.

(a) PREVENTIVE SERVICES TASK FORCE.—

(1) PURPOSE.—The Agency shall provide ongoing administra-
tive, research, and technical support for the operation of the
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Preventive Services Task Force. The Agency shall coordinate
and support the dissemination of the Preventive Services Task
Force recommendations.

(2) OPERATION.—The Preventive Services Task Force shall re-
view the scientific evidence related to the effectiveness, appro-
priateness, and cost-effectiveness of clinical preventive services
for the purpose of developing recommendations for the health
care community, and updating previous recommendations, re-
garding their usefulness in daily clinical practice. In carrying
out its responsibilities under paragraph (1), the Task Force
shall not be subject to the provisions of Appendix 2 of title 5,
United States Code.

(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 fund-
ing for primary care practice research in the Department of
Health and Human Services. For purposes of this paragraph,
primary care research focuses on the first contact when illness
or health concerns arise, the diagnosis, treatment or referral to
specialty care, preventive care, and the relationship between the
clinician and the patient in the context of the family and com-
munity.

(2) RESEARCH.—In carrying out this section, the Center shall
conduct and support research concerning—

(A) the nature and characteristics of primary care prac-
tice;
; (B) the management of commonly occurring clinical prob-
ems;

(C) the management of undifferentiated clinical prob-
lems; and

(D) the continuity and coordination of health services.

SEC. 916. CLINICAL PRACTICE AND TECHNOLOGY INNOVATION.
(a) IN GENERAL.—The Director shall promote innovation in evi-
dence-based clinical practice and health care technologies by—

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

(2) developing, evaluating, and disseminating methodologies
for assessments of health care practices and health care tech-
nologies;

(3) conducting intramural and supporting extramural assess-
ments of existing and new health care practices and tech-
nologies;

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

(5) working with the National Library of Medicine and the
public and private sector to develop an electronic clearinghouse
of currently available assessments and those in progress.

(b) SPECIFICATION OF PROCESS.—

(1) IN GENERAL.—Not later than December 31, 2000, the Di-
rector shall develop and publish a description of the methods
used by the Agency and its contractors for practice and tech-
nology assessment.
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(2) CONSULTATIONS.—In carrying out this subsection, the Di-
rector shall cooperate and consult with the Assistant Secretary
for Health, the Administrator of the Health Care Financing Ad-
ministration, the Director of the National Institutes of Health,
the Commissioner of Food and Drugs, and the heads of any
other interested Federal department 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
methods 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 technologies and practices;
and

(E) requirements of Food and Drug Administration ap-
proval to avoid duplication.

(¢) 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 Health Care Financing Administration, the Department of
Defense, the Department of Veterans Affairs, the Office of Per-
sonnel Management, and other public or private entities.

(3) GRANTS AND CONTRACTS.—In addition to conducting as-
sessments, the Director may make grants to, or enter into coop-
erative agreements or contracts with, entities described in para-
graph (4) for the purpose of conducting assessments of experi-
mental, emerging, existing, or potentially outmoded health care
technologies, and for related activities.

(4) ELIGIBLE ENTITIES.—An entity described in this para-
graph is an entity that is determined to be appropriate by the
Director, including academic medical centers, research institu-
tions and organizations, professional organizations, third party
payers, governmental agencies, and consortia of appropriate re-
search entities established for the purpose of conducting tech-
nology assessments.

SEC. 917. COORDINATION OF FEDERAL GOVERNMENT QUALITY IM-
PROVEMENT EFFORTS.
(a) REQUIREMENT.—

(1) IN GENERAL.—To avoid duplication and ensure that Fed-
eral resources are used efficiently and effectively, the Secretary,
acting through the Director, shall coordinate all research, eval-
uations, and demonstrations related to health services research,
quality measurement and quality improvement activities under-
taken and supported by the Federal Government.

(2) SPECIFIC ACTIVITIES.—The Director, in collaboration with
the appropriate Federal officials representing all concerned ex-
ecutive agencies and departments, shall develop and manage a
process to—

(A) improve interagency coordination, priority setting,
and the use and sharing of research findings and data per-
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taining to Federal quality improvement programs, tech-
nology assessment, and health services research;

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

(C) set specific goals for participating agencies and de-
partments to further health services research and health
care quality improvement; 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 relevant departments
with an independent, external review of their quality oversight,
quality improvement and quality research programs, the Sec-
retary shall enter into a contract with the Institute of
Medicine—

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

(i) an overview of pertinent health services research
activities and quality improvement efforts conducted by
all Federal programs, with particular attention paid to
those under titles XVIII, XIX, and XXI of the Social Se-
curity Act; and

(it) a summary of the partnerships that the Depart-
ment of Health and Human Services has pursued with
private accreditation, quality measurement and im-
provement organizations; and

(B) to identify options and make recommendations to im-
prove the efficiency and effectiveness of quality improve-
ment programs through—

(i) the improved coordination of activities across the
medicare, medicaid and child health insurance pro-
grams under titles XVIII, XIX and XXI of the Social
Security Act and health services research programs;

(it) the strengthening of patient choice and participa-
tion by incorporating state-of-the-art quality moni-
toring tools and making information on quality avail-
able; and

(iii) the enhancement of the most effective programs,
consolidation as appropriate, and elimination of dupli-
cative activities within various federal agencies.

(2) REQUIREMENTS.—

(A) IN GENERAL.—The Secretary shall enter into a con-
tract with the Institute of Medicine for the preparation—

(i) not later than 12 months after the date of enact-
ment of this title, of a report providing an overview of
the quality improvement programs of the Department
of Health and Human Services for the medicare, med-
icaid, and CHIP programs under titles XVIII, XIX,
and XXI of the Social Security Act; and
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(it) not later than 24 months after the date of enact-
ment of this title, of a final report containing rec-
ommendations.

(B) REPORTS.—The Secretary shall submit the reports de-
scribed in subparagraph (A) to the Committee on Finance
and the Committee on Health, Education, Labor, and Pen-
sions of the Senate and the Committee on Ways and Means
and the Committee on Commerce of the House of Represent-
atives.

PART C—GENERAL PROVISIONS

SEC. 921. ADVISORY COUNCIL FOR HEALTH CARE RESEARCH AND
QUALITY.

(a) ESTABLISHMENT.—There is established an advisory council to
be known as the Advisory Council for Health Care Research and
Quality.

(b) DUTIES.—

(1) IN GENERAL.—The Advisory Council shall advise the Sec-
retary and the Director with respect to activities proposed or un-
dertaken to carry out the purpose of the Agency under section
901(b).

(2) CERTAIN RECOMMENDATIONS.—Activities of the Advisory
Council under paragraph (1) shall include making rec-
ommendations to the Director regarding—

(A) priorities regarding health care research, 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 related dis-
ciplines, especially issues related to training needs, and dis-
semination of information 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.

(¢) 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 members other than the individuals designated under
paragraph (3)(B) as ex officio members.

(2) APPOINTED MEMBERS.—The Secretary shall appoint to the
Advisory Council 18 appropriately qualified individuals. At
least 14 members of the Advisory Council shall be representa-
tives of the public who are not officers or employees of the
United States. The Secretary shall ensure that the appointed
members of the Council, as a group, are representative of pro-
fessions and entities concerned with, or affected by, activities
under this title and under section 1142 of the Social Security
Act. Of such members—

(A) 3 shall be individuals distinguished in the conduct of
research, demonstration projects, and evaluations with re-
spect to health care;



63

(B) 3 shall be individuals distinguished in the practice of
medicine of which at least 1 shall be a primary care practi-
tioner;

(C) 3 shall be individuals distinguished in the other
health professions;

(D) 3 shall be individuals either representing the private
health care sector, including health plans, providers, and
purchasers or individuals distinguished as administrators
of health care delivery systems;

(E) 3 shall be individuals distinguished in the fields of
health care quality improvement, economics, information
systems, law, ethics, business, or public policy; and

(F) 3 shall be individuals representing the interests of pa-
tients and consumers of health care.

(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
Disease Control and Prevention, the Administrator of the
Health Care Financing Administration, the Assistant Sec-
retary of Defense (Health Affairs), and the Under Secretary
for Health of the Department of Veterans Affairs; and

(B) such other Federal officials as the Secretary may con-
sider appropriate.

(d) TERMS.—Members of the Advisory Council appointed under
subsection (c)(2) shall serve for a term of 3 years. A member of the
Council appointed under such subsection 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) does not serve the full term applicable under
subsection (d), 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 subsection (c)(2), designate an in-
dividual 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 EXPENSES.—

(1) APPOINTED MEMBERS.—Members of the Advisory Council
appointed under subsection (¢)(2) shall receive compensation for
each day (including travel time) engaged in carrying out the
duties of the Advisory Council unless declined by the member.
Such compensation may not be in an amount in excess of the
maximum rate of basic pay payable for GS—18 of the General
Schedule.

(2) Ex orFfFicio MEMBERS.—OYfficials designated under sub-
section (c)(3) as ex officio members of the Advisory Council may
not receive compensation for service on the Advisory Council in
addition to the compensation otherwise received for duties car-
ried out as officers of the United States.
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(i) STAFF.—The Director shall provide to the Advisory Council
such staff, information, and other assistance as may be necessary to
carry out the duties of the Council.

SEC. 922. 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 agreement, or contract under this title.

(2) REPORTS TO DIRECTOR.—FEach peer review group to which
an application is submitted pursuant to paragraph (1) shall re-
port 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) unless the
application is recommended for approval by a peer review group es-
tablished under subsection (c).

(¢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 re-
gard to the provisions of title 5, United States Code, that govern
appointments in the competitive service, and without regard to
the provisions of chapter 51, and subchapter III of chapter 53,
of such title that relate 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 in-
dividuals who by virtue of their training or experience are emi-
nently qualified to carry out the duties of such peer review
group. Officers and employees of the United States may not con-
stitute more than 25 percent of the membership of any such
group. Such officers and employees may not receive compensa-
tion for service on such groups in addition 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
Zhii section may continue in existence until otherwise provided

y 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 infor-
mation received, pursuant to their work for the group, as
confidential information, except that this subparagraph
shall not apply to public records and public information.

(B) Such members shall agree in writing to recuse them-
selves from participation in the peer-review of specific ap-
plications which present a potential personal conflict of in-
terest or appearance of such conflict, including employment
in a directly affected organization, stock ownership, or any
financial or other arrangement that might introduce bias
in the process of peer-review.
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(d) AUTHORITY FOR PROCEDURAL ADJUSTMENTS IN CERTAIN
CASES.—In the case of applications for financial assistance whose
direct costs will not exceed $100,000, the Director may make appro-
priate adjustments in the procedures otherwise established by the
Director for the conduct of peer review under this section. Such ad-
Justments may be made for the purpose of encouraging the entry of
individuals into the field of research, for the purpose of encouraging
clinical practice-oriented or provider-based research, and for such
other purposes as the Director may determine to be appropriate.

(e¢) REGULATIONS.—The Director shall issue regulations for the
conduct of peer review under this section.

SEC. 923. CERTAIN PROVISIONS WITH RESPECT TO DEVELOPMENT,
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 de-
scribed in section 901(b), the Director shall establish standard
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, de-
livery systems, health care providers, and provider arrange-
ments.

(2) RELATIONSHIP WITH OTHER DEPARTMENT PROGRAMS.—In
any case where standards under paragraph (1) may affect the
administration of other programs carried out by the Depart-
ment of Health and Human Services, including the programs
under title XVIII, XIX or XXI of the Social Security Act, or may
affect health information that is subject to a standard devel-
oped under part C of title XI of the Social Security Act, they
shall be in the form of recommendations to the Secretary for
such program.

(b) STATISTICS AND ANALYSES.—The Director shall—

(1) take appropriate action to ensure that statistics and anal-
yses developed under this title are of high quality, timely, and
duly comprehensive, and that the statistics are specific, stand-
ardized, and adequately analyzed and indexed; and

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

(¢) AUTHORITY REGARDING CERTAIN REQUESTS.—Upon request of
a public or private entity, the Director may conduct or support re-
search or analyses otherwise authorized by this title pursuant to ar-
rangements under which such entity will pay the cost of the services
provided. Amounts received by the Director under such arrange-
ments shall be available to the Director for obligation until ex-
pended.

SEC. 924. DISSEMINATION OF INFORMATION.
(a) IN GENERAL.—The Director shall—

(1) without regard to section 501 of title 44, United States
Code, promptly publish, make available, and otherwise dissemi-
nate, in a form understandable and on as broad a basis as
practicable so as to maximize its use, the results of research,
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demonstration projects, and evaluations conducted or supported
under this title;

(2) ensure that information disseminated by the Agency is
science-based and objective and undertakes consultation as nec-
essary 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, demonstration projects, and evaluations;

(4) provide, in collaboration with the National 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 evaluations with respect to health care to public
and private entities and individuals engaged in the improve-
ment of health care delivery and the general public, and under-
take programs to develop new or improved methods for making
such information available; and

(5) as appropriate, provide technical assistance to State and
local government and health agencies and conduct liaison ac-
tivities to such agencies to foster dissemination.

(b) PROHIBITION AGAINST RESTRICTIONS.—Except as provided in
subsection (c), the Director may not restrict the publication or dis-
semination of data from, or the results of, projects conducted or sup-
ported under this title.

(¢) LIMITATION ON USE OF CERTAIN INFORMATION.—No informa-
tion, if an establishment or person supplying the information or de-
scribed in it is identifiable, obtained in the course of activities un-
dertaken or supported under this title may be used for any purpose
other than the purpose 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 person who
supplied the information or who is described in it is identifiable un-
less 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¢) shall be
subject to a civil monetary penalty of not more than $10,000 for
each such violation involved. Such penalty shall be imposed and
collected in the same manner as civil money penalties under sub-
section (a) of section 1128A of the Social Security Act are imposed
and collected.

SEC. 925. 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 title, the Director shall by regula-
tion define—

(1) the specific circumstances that constitute financial inter-
ests 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 interests; and

(2) the actions that will be taken by the Director in response
to any such interests identified by the Director.
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(b) REQUIREMENT OF APPLICATION.—The Director may not, with
respect to any program under this title authorizing the provision of
grants, cooperative agreements, or contracts, provide any such fi-
nancial 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 in-
formation 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 title, the
Secretary may, subject to paragraph (2), provide supplies,
equipment, and services for the purpose of aiding the entity in
carrying out the project involved and, for such purpose, may de-
tail to the entity any officer or employee of the Department of
Health and Human Services.

(2) CORRESPONDING REDUCTION IN FUNDS.—With respect to a
request described in paragraph (1), the Secretary shall reduce
the amount of the financial assistance involved by an amount
equal to the costs of detailing personnel and the fair market
value of any supplies, equipment, or services provided by the
Director. The Secretary shall, for the payment of expenses in-
curred in complying with such request, expend the amounts
withheld.

(d) APPLICABILITY OF CERTAIN PRovViSIONS WITH RESPECT TO
CoNTRACTS.—Contracts may be entered into under this part without
regard to sections 3648 and 3709 of the Revised Statutes (31 U.S.C.
529; 41 U.S.C. 5).

SEC. 926. CERTAIN ADMINISTRATIVE AUTHORITIES.

(a) DEPUTY DIRECTOR AND OTHER OFFICERS AND EMPLOYEES.—

(1) DEPUTY DIRECTOR.—The Director may appoint a deputy
director for the Agency.

(2) OTHER OFFICERS AND EMPLOYEES.—The Director may ap-
point and fix the compensation of such officers and employees
as may be necessary to carry out this title. Except as otherwise
provided by law, such officers and employees shall be appointed
in accordance with the civil service laws and their compensa-
tion fixed in accordance with title 5, United States Code.

(b) FACILITIES.—The Secretary, in carrying out this title—

(1) may acquire, without regard to the Act of March 3, 1877
(40 U.S.C. 34), by lease or otherwise through the Director of
General Services, buildings or portions of buildings in the Dis-
trict of Columbia or communities located adjacent to the Dis-
tritczlt of Columbia for use for a period not to exceed 10 years;
an

(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 necessary.

(¢) PROVISION OF FINANCIAL ASSISTANCE.—The Director, in car-
rying out this title, may make grants to public and nonprofit enti-
ties and individuals, and may enter into cooperative agreements or
contracts with public and private entities and individuals.

(d) UTILIZATION OF CERTAIN PERSONNEL AND RESOURCES.—
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(1) DEPARTMENT OF HEALTH AND HUMAN SERVICES.—The Di-
rector, in carrying out this title, may utilize personnel and
equipment, facilities, and other physical resources of the De-
partment of Health and Human Services, permit appropriate
(as determined by the Secretary) entities and individuals to uti-
lize the physical resources of such Department, and provide
technical assistance and advice.

(2) OTHER AGENCIES.—The Director, in carrying out this title,
may use, with their consent, the services, equipment, personnel,
information, and facilities of other Federal, State, or local pub-
lic agencies, or of any foreign government, with or without re-
imbursement of such agencies.

(e) CONSULTANTS.—The Secretary, in carrying out this title, may
secure, from time to time and for such periods as the Director deems
advisable but in accordance with section 3109 of title 5, United
States Code, the assistance and advice of consultants from the
United States or abroad.

(f) EXPERTS.—

(1) IN GENERAL.—The Secretary may, in carrying out this
title, obtain the services of not more than 50 experts or consult-
ants who have appropriate scientific or professional qualifica-
tions. Such experts or consultants shall be obtained in accord-
ance with section 3109 of title 5, United States Code, except
that the limitation in such section on the duration 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 reim-
bursed 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, United
States Code.

(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) unless and until the expert agrees in writing
to complete the entire period of assignment, or 1 year,
whichever is shorter, unless separated or reassigned for
reasons that are beyond the control of the expert or consult-
ant and that are acceptable to the Secretary. If the expert
or consultant violates the agreement, the money spent by
the United States for the expenses specified in subpara-
graph (A) is recoverable from the expert or consultant as a
statutory obligation owed to the United States. The Sec-
retary 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 title, may accept voluntary and uncompensated
services.

SEC. 927. FUNDING.

(a) INTENT.—To ensure that the United States investment in bio-
medical research is rapidly translated into improvements in the
quality of patient care, there must be a corresponding investment in
research on the most effective clinical and organizational strategies
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for use of these findings in daily practice. The authorization levels
in subsections (b) and (c) 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 car-
rying out this title, there are authorized to be appropriated

250,000,000 for fiscal year 2000, and such sums as may be nec-
essary for each of the fiscal years 2001 through 2004.

(¢) EVALUATIONS.—In addition to amounts available pursuant to
subsection (b) for carrying out this title, there shall be made avail-
able for such purpose, from the amounts made available pursuant
to section 241 (relating to evaluations), an amount equal to 40 per-
cent of the maximum amount authorized in such section 241 to be
made available for a fiscal year.

SEC. 928. DEFINITIONS.
In this title:

(1) ADVISORY COUNCIL.—The term “Advisory Council” means
the Advisory Council on Health Care Research and Quality es-
tablished under section 921.

(2) AGENCY.—The term “Agency” means the Agency for Health
Research and Quality.

(3) DIRECTOR.—The term “Director” means the Director of the
Agency for Health Research and Quality.

O
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