§1320b-12

“The Secretary’ and struck out ‘‘under the direction of
the Commissioner of Social Security,” before ‘‘which
shall be used”.

Subsec. (b), (c). Pub. L. 103-296, §108(b)(13)(A), sub-
stituted ‘‘Commissioner of Social Security’ for ‘“‘Sec-
retary’’ wherever appearing.

Subsec. (d). Pub. L. 103-296, §108(b)(13)(D), which di-
rected amendment of par. (6) by substituting ‘‘Social
Security Administration” for ‘‘Department of Health
Services’’, was executed by substituting ‘‘Social Secu-
rity Administration” for ‘“‘Department of Health and
Human Services” in closing provisions to reflect the
probable intent of Congress.

Pub. L. 103-296, §108(b)(13)(A), substituted ‘‘Commis-
sioner of Social Security’ for ‘‘Secretary’ wherever
appearing.

Subsec. (e). Pub. L. 103-296, §108(b)(13)(A), (B), sub-
stituted ‘‘Commissioner of Social Security’ for ‘‘Sec-
retary’ wherever appearing and ‘‘Commissioner’s’’ for
“Secretary’s’ in introductory provisions.

Subsecs. (f), (g), G)Q)(B). Pub. L. 103-296,
§108(b)(13)(A), substituted ‘‘Commissioner of Social Se-
curity” for ‘“‘Secretary’’.

EFFECTIVE DATE OF 1994 AMENDMENT

Amendment by Pub. L. 103-296 effective Mar. 31, 1995,
see section 110(a) of Pub. L. 103-296, set out as a note
under section 401 of this title.

TERMINATION OF TRUST TERRITORY OF THE PACIFIC
ISLANDS

For termination of Trust Territory of the Pacific Is-
lands, see note set out preceding section 1681 of Title
48, Territories and Insular Possessions.

TIME LIMIT FOR ESTABLISHMENT OF BLOOD DONOR
LOCATOR SERVICE

Pub. L. 100-647, title VIII, §8008(b)(2), Nov. 10, 1988, 102
Stat. 3786, provided that: ‘“The Secretary of Health and
Human Services shall establish the Blood Donor Loca-
tor Service pursuant to section 1141 of the Social Secu-
rity Act [42 U.S.C. 1320b-11] not later than 180 days
after the date of the enactment of this Act [Nov. 10,
1988].”

§ 1320b-12. Research on outcomes of health care
services and procedures

(a) Establishment of program
(1) In general

The Secretary, acting through the Director
of the Agency for Healthcare Research and
Quality, shall—

(A) conduct and support research with re-
spect to the outcomes, effectiveness, and ap-
propriateness of health care services and
procedures in order to identify the manner
in which diseases, disorders, and other
health conditions can most effectively and
appropriately be prevented, diagnosed, treat-
ed, and managed clinically; and

(B) assure that the needs and priorities of
the program under subchapter XVIII are ap-
propriately reflected in the development and
periodic review and updating (through the
process set forth in section 299b-21 of this
title) of treatment-specific or condition-spe-
cific practice guidelines for clinical treat-
ments and conditions in forms appropriate
for use in clinical practice, for use in edu-
cational programs, and for use in reviewing
quality and appropriateness of medical care.

1See References in Text note below.
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(2) Evaluations of alternative services and pro-
cedures

In carrying out paragraph (1), the Secretary
shall conduct or support evaluations of the
comparative effects, on health and functional
capacity, of alternative services and proce-
dures utilized in preventing, diagnosing, treat-
ing, and clinically managing diseases, dis-
orders, and other health conditions.

(3) Initial guidelines

(A) In carrying out paragraph (1)(B) of this
subsection, and section 299b-1(d)! of this title,
the Secretary shall, by not later than January
1, 1991, assure the development of an initial set
of the guidelines specified in paragraph (1)(B)
that shall include not less than 3 clinical
treatments or conditions that—

(i)(I) account for a significant portion of
expenditures under subchapter XVIII; and

(IT) have a significant variation in the fre-
quency or the type of treatment provided; or

(ii) otherwise meet the needs and priorities
of the program under subchapter XVIII, as

set forth under subsection (b)(3).

(B)(1) The Secretary shall provide for the use
of guidelines developed under subparagrah?2
(A) to improve the quality, effectiveness, and
appropriateness of care provided under sub-
chapter XVIII. The Secretary shall determine
the impact of such use on the quality, appro-
priateness, effectiveness, and cost of medical
care provided under such subchapter and shall
report to the Congress on such determination
by not later than January 1, 1993.

(ii) For the purpose of carrying out clause
(i), the Secretary shall expend, from the
amounts specified in clause (iii), $1,000,000 for
fiscal year 1990 and $1,500,000 for each of the
fiscal years 1991 and 1992.

(iii) For each fiscal year, for purposes of ex-
penditures required in clause (ii)—

(I) 60 percent of an amount equal to the ex-
penditure involved is appropriated from the
Federal Hospital Insurance Trust Fund (es-
tablished under section 1395i of this title);
and

(IT) 40 percent of an amount equal to the
expenditure involved is appropriated from
the Federal Supplementary Medical Insur-
ance Trust Fund (established under section
1395t of this title).

(b) Priorities
(1) In general

The Secretary shall establish priorities with
respect to the diseases, disorders, and other
health conditions for which research and eval-
uations are to be conducted or supported
under subsection (a). In establishing such pri-
orities, the Secretary shall, with respect to a
disease, disorder, or other health condition,
consider the extent to which—

(A) improved methods of prevention, diag-
nosis, treatment, and clinical management
can benefit a significant number of individ-
uals;

(B) there is significant variation among
physicians in the particular services and

280 in original. Probably should be ‘‘subparagraph’.
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procedures utilized in making diagnoses and
providing treatments or there is significant
variation in the outcomes of health care
services or procedures due to different pat-
terns of diagnosis or treatment;

(C) the services and procedures utilized for
diagnosis and treatment result in relatively
substantial expenditures; and

(D) the data necessary for such evaluations
are readily available or can readily be devel-
oped.

(2) Preliminary assessments

For the purpose of establishing priorities
under paragraph (1), the Secretary may, with
respect to services and procedures utilized in
preventing, diagnosing, treating, and clini-
cally managing diseases, disorders, and other
health conditions, conduct or support assess-
ments of the extent to which—

(A) rates of utilization vary among similar
populations for particular diseases, dis-
orders, and other health conditions;

(B) uncertainties exist on the effect of uti-
lizing a particular service or procedure; or

(C) inappropriate services and procedures
are provided.

(3) Relationship with medicare program

In establishing priorities under paragraph (1)
for research and evaluation, and under section
299b-3(a)! of this title for the agenda under
such section, the Secretary shall assure that
such priorities appropriately reflect the needs
and priorities of the program under sub-
chapter XVIII, as set forth by the Adminis-
trator of the Centers for Medicare & Medicaid
Services.

(c) Methodologies and criteria for evaluations

For the purpose of facilitating research under
subsection (a), the Secretary shall—

(1) conduct and support research with re-
spect to the improvement of methodologies
and criteria utilized in conducting research
with respect to outcomes of health care serv-
ices and procedures;

(2) conduct and support reviews and evalua-
tions of existing research findings with respect
to such treatment or conditions;

(3) conduct and support reviews and evalua-
tions of the existing methodologies that use
large data bases in conducting such research
and shall develop new research methodologies,
including data-based methods of advancing
knowledge and methodologies that measure
clinical and functional status of patients, with
respect to such research;

(4) provide grants and contracts to research
centers, and contracts to other entities, to
conduct such research on such treatment or
conditions, including research on the appro-
priate use of prescription drugs;

(5) conduct and support research and dem-
onstrations on the use of claims data and data
on clinical and functional status of patients in
determining the outcomes, effectiveness, and
appropriateness of such treatment; and

(6) conduct and support supplementation of
existing data bases, including the collection of
new information, to enhance data bases for re-
search purposes, and the design and develop-
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ment of new data bases that would be used in
outcomes and effectiveness research.

(d) Standards for data bases

In carrying out this section, the Secretary
shall develop—

(1) uniform definitions of data to be col-
lected and used in describing a patient’s clini-
cal and functional status;

(2) common reporting formats and linkages
for such data; and

(3) standards to assure the security, con-
fidentiality, accuracy, and appropriate main-
tenance of such data.

(e) Dissemination of research findings and guide-
lines

(1) In general

The Secretary shall provide for the dissemi-
nation of the findings of research and the
guidelines described in subsection (a), and for
the education of providers and others in the
application of such research findings and
guidelines.

(2) Cooperative educational activities

In disseminating findings and guidelines
under paragraph (1), and in providing for edu-
cation under such paragraph, the Secretary
shall work with professional associations,
medical specialty and subspecialty organiza-
tions, and other relevant groups to identify
and implement effective means to educate
physicians, other providers, consumers, and
others in using such findings and guidelines,
including training for physician managers
within provider organizations.

(f) Evaluations

The Secretary shall conduct and support eval-
uations of the activities carried out under this
section to determine the extent to which such
activities have had an effect on the practices of
physicians in providing medical treatment, the
delivery of health care, and the outcomes of
health care services and procedures.

(g) Research with respect to dissemination

The Secretary may conduct or support re-
search with respect to improving methods of dis-
seminating information on the effectiveness and
appropriateness of health care services and pro-
cedures.

(h) Omitted

(i) Authorization of appropriations
(1) In general

There are authorized to be appropriated to
carry out this section—
(A) $50,000,000 for fiscal year 1990;
(B) $75,000,000 for fiscal year 1991;
(C) $110,000,000 for fiscal year 1992;
(D) $148,000,000 for fiscal year 1993; and
(E) $185,000,000 for fiscal year 1994.

(2) Specifications

For the purpose of carrying out this section,
for each of the fiscal years 1990 through 1992 an
amount equal to two-thirds of the amounts au-
thorized to be appropriated under paragraph
(1), and for each of the fiscal years 1993 and
1994 an amount equal to 70 percent of such
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amounts, are to be appropriated in the follow-
ing proportions from the following trust funds:

(A) 60 percent from the Federal Hospital
Insurance Trust Fund (established under sec-
tion 13951 of this title).

(B) 40 percent from the Federal Supple-
mentary Medical Insurance Trust Fund (es-
tablished under section 1395t of this title).

(3) Allocations

(A) For each fiscal year, of the amounts
transferred or otherwise appropriated to carry
out this section, the Secretary shall reserve
appropriate amounts for each of the purposes
specified in clauses (i) through (iv) of subpara-
graph (B).

(B) The purposes referred to in subparagraph
(A) are—

(i) the development of guidelines, stand-
ards, performance measures, and review cri-
teria;

(ii) research and evaluation;

(iii) data-base standards and development;
and

(iv) education and information dissemina-
tion.

(Aug. 14, 1935, ch. 531, title XI, §1142, as added
Pub. L. 101-239, title VI, §6103(b)(1), Dec. 19, 1989,
103 Stat. 2195; amended Pub. L. 106-129, §2(b)(2),
Dec. 6, 1999, 113 Stat. 1670; Pub. L. 108-173, title
IX, §900(e)(1)(C), Dec. 8, 2003, 117 Stat. 2371.)

REFERENCES IN TEXT

Sections 299b-1 to 299b-3 of this title, referred to in
subsecs. (a) and (b), were in the original references to
sections 912 to 914 of act July 1, 1944, which were omit-
ted in the general amendment of subchapter VII of
chapter 6A of this title by Pub. L. 106-129, §2(a), Dec. 6,
1999, 113 Stat. 16563. Section 2(a) of Pub. L. 106-129 en-
acted new sections 912 to 914 of act July 1, 1944, which
are classified to sections 299b-1 to 299b-3, respectively,
of this title.

CODIFICATION

Subsec. (h) of this section, which required the Sec-
retary to report biennially to Congress on the progress
of the activities under this section during the preceding
2 fiscal years, including the impact of such activities
on medical care (particularly medical care for individ-
uals receiving benefits under subchapter XVIII of this
chapter), terminated, effective May 15, 2000, pursuant
to section 3003 of Pub. L. 104-66, as amended, set out as
a note under section 1113 of Title 31, Money and Fi-
nance. See, also, item 10 on page 94 of House Document
No. 103-7.

Another section 1142 of act Aug. 14, 1935, was renum-
bered section 1143 by Pub. L. 101-508, title V, §5111(a)(1),
Nov. 5, 1990, 104 Stat. 1388-272, and is classified to sec-
tion 1320b-13 of this title.

AMENDMENTS

2003—Subsec. (b)(3). Pub. L. 108-173, §900(e)(1)(C), sub-
stituted ‘“‘Centers for Medicare & Medicaid Services”
for ‘“‘Health Care Financing Administration”.

1999—Subsec. (a)(1). Pub. L. 106-129 substituted ‘‘Di-
rector of the Agency for Healthcare Research and Qual-
ity” for ‘‘Administrator for Health Care Policy and Re-
search” in introductory provisions.

AHCPR STUDY ON EFFECT OF CREDENTIALING OF TECH-
NOLOGISTS AND SONOGRAPHERS ON QUALITY OF
ULTRASOUND

Pub. L. 106-113, div. B, §1000(a)(6) [title II, §229(b)],
Nov. 29, 1999, 113 Stat. 15636, 1501A-357, provided that:

‘(1) STupY.—The Administrator for Health Care Pol-
icy and Research shall provide for a study that, with
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respect to the provision of ultrasound under the medi-
care and medicaid programs under titles XVIII and XIX
of the Social Security Act [42 U.S.C. 1395 et seq., 1396 et
seq.], compares differences in quality between ultra-
sound furnished by individuals who are credentialed by
private entities or organizations and ultrasound fur-
nished by those who are not so credentialed. Such
study shall examine and evaluate differences in error
rates, resulting complications, and patient outcomes as
a result of the differences in credentialing. In designing
the study, the Administrator shall consult with organi-
zations nationally recognized for their expertise in
ultrasound.

‘“(2) REPORT.—Not later than two years after the date
of the enactment of this Act [Nov. 29, 1999], the Admin-
istrator shall submit a report to Congress on the study
conducted under paragraph (1).”

REPORT ON LINKAGE OF PUBLIC AND PRIVATE
RESEARCH RELATED DATA

Pub. L. 101-239, title VI, §6103(b)(2), Dec. 19, 1989, 103
Stat. 2198, provided that: ‘“Not later than 1 year after
the date of the enactment of this Act [Dec. 19, 1989], the
Secretary of Health and Human Services shall report to
the Congress on the feasibility of linking research-re-
lated data described in section 1142(d) of the Social Se-
curity Act [42 U.S.C. 1320b-12(d)] (as added by para-
graph (1) of this subsection) with similar data collected
or maintained by non-Federal entities and by Federal
agencies other than the Department of Health and
Human Services (including the Departments of Defense
and Veterans Affairs and the Office of Personnel Man-
agement).”

§ 1320b-13. Social security account statements
(a) Provision upon request

(1) Beginning not later than October 1, 1990,
the Commissioner of Social Security shall pro-
vide upon the request of an eligible individual a
social security account statement (hereinafter
referred to as the ‘‘statement’).

(2) Each statement shall contain—

(A) the amount of wages paid to and self-em-
ployment income derived by the eligible indi-
vidual as shown by the records of the Commis-
sioner at the date of the request;

(B) an estimate of the aggregate of the em-
ployer, employee, and self-employment con-
tributions of the eligible individual for old-
age, survivors, and disability insurance as
shown by the records of the Commissioner on
the date of the request;

(C) a separate estimate of the aggregate of
the employer, employee, and self-employment
contributions of the eligible individual for
hospital insurance as shown by the records of
the Commissioner on the date of the request;

(D) an estimate of the potential monthly re-
tirement, disability, survivor, and auxiliary
benefits payable on the eligible individual’s
account together with a description of the
benefits payable under the medicare program
of subchapter XVIII; and

(E) in the case of an eligible individual de-
scribed in paragraph (3)(C)(ii), an explanation,
in language calculated to be understood by the
average eligible individual, of the operation of
the provisions under sections 402(k)(5) and
415(a)(7) of this title and an explanation of the
maximum potential effects of such provisions
on the eligible individual’s monthly retire-
ment, survivor, and auxiliary benefits.

(3) For purposes of this section, the term ‘‘eli-
gible individual” means an individual—
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