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TRANSFER OF APPROPRIATED FUNDS

Pub. L. 112-10, div. B, title VIII, §1828, Apr. 15, 2011,
125 Stat. 162, provided that: ‘‘Hereafter, no funds appro-
priated by this division or by any previous or subse-
quent Act shall be available for transfer under section
274 [42 U.S.C. 239-3] of the PHS Act [Public Health
Service Act].”

SUBCHAPTER II—GENERAL POWERS AND
DUTIES

PART A—RESEARCH AND INVESTIGATIONS

§241. Research and investigations generally

(a) Authority of Secretary

The Secretary shall conduct in the Service,
and encourage, cooperate with, and render as-
sistance to other appropriate public authorities,
scientific institutions, and scientists in the con-
duct of, and promote the coordination of, re-
search, investigations, experiments, demonstra-
tions, and studies relating to the causes, diag-
nosis, treatment, control, and prevention of
physical and mental diseases and impairments
of man, including water purification, sewage
treatment, and pollution of lakes and streams.
In carrying out the foregoing the Secretary is
authorized to—

(1) collect and make available through publi-
cations and other appropriate means, informa-
tion as to, and the practical application of,
such research and other activities;

(2) make available research facilities of the
Service to appropriate public authorities, and
to health officials and scientists engaged in
special study;

(3) make grants-in-aid to universities, hos-
pitals, laboratories, and other public or pri-
vate institutions, and to individuals for such
research projects as are recommended by the
advisory council to the entity of the Depart-
ment supporting such projects and make, upon
recommendation of the advisory council to the
appropriate entity of the Department, grants-
in-aid to public or nonprofit universities, hos-
pitals, laboratories, and other institutions for
the general support of their research;

(4) secure from time to time and for such pe-
riods as he deems advisable, the assistance and
advice of experts, scholars, and consultants
from the United States or abroad;

(5) for purposes of study, admit and treat at
institutions, hospitals, and stations of the
Service, persons not otherwise eligible for
such treatment;

(6) make available, to health officials, sci-
entists, and appropriate public and other non-
profit institutions and organizations, tech-
nical advice and assistance on the application
of statistical methods to experiments, studies,
and surveys in health and medical fields;

(7) enter into contracts, including contracts
for research in accordance with and subject to
the provisions of law applicable to contracts
entered into by the military departments
under sections 2353 and 2354 of title 10, except
that determination, approval, and certifi-
cation required thereby shall be by the Sec-
retary of Health and Human Services; and

(8) adopt, upon recommendations of the ad-
visory councils to the appropriate entities of
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the Department or, with respect to mental
health, the National Advisory Mental Health
Council, such additional means as the Sec-
retary considers necessary or appropriate to
carry out the purposes of this section.

The Secretary may make available to individ-
uals and entities, for biomedical and behavioral
research, substances and living organisms. Such
substances and organisms shall be made avail-
able under such terms and conditions (including
payment for them) as the Secretary determines
appropriate.
(b) Testing for carcinogenicity, teratogenicity,
mutagenicity, and other harmful biological
effects; consultation

(1) The Secretary shall conduct and may sup-
port through grants and contracts studies and
testing of substances for carcinogenicity, tera-
togenicity, mutagenicity, and other harmful bi-
ological effects. In carrying out this paragraph,
the Secretary shall consult with entities of the
Federal Government, outside of the Department
of Health and Human Services, engaged in com-
parable activities. The Secretary, upon request
of such an entity and under appropriate arrange-
ments for the payment of expenses, may conduct
for such entity studies and testing of substances
for carcinogenicity, teratogenicity, mutagenic-
ity, and other harmful biological effects.

(2)(A) The Secretary shall establish a compre-
hensive program of research into the biological
effects of low-level ionizing radiation under
which program the Secretary shall conduct such
research and may support such research by oth-
ers through grants and contracts.

(B) The Secretary shall conduct a comprehen-
sive review of Federal programs of research on
the biological effects of ionizing radiation.

(3) The Secretary shall conduct and may sup-
port through grants and contracts research and
studies on human nutrition, with particular em-
phasis on the role of nutrition in the prevention
and treatment of disease and on the mainte-
nance and promotion of health, and programs
for the dissemination of information respecting
human nutrition to health professionals and the
public. In carrying out activities under this
paragraph, the Secretary shall provide for the
coordination of such of these activities as are
performed by the different divisions within the
Department of Health and Human Services and
shall consult with entities of the Federal Gov-
ernment, outside of the Department of Health
and Human Services, engaged in comparable ac-
tivities. The Secretary, upon request of such an
entity and under appropriate arrangements for
the payment of expenses, may conduct and sup-
port such activities for such entity.

(4) The Secretary shall publish a biennial re-
port which contains—

(A) a list of all substances (i) which either
are known to be carcinogens or may reason-
ably be anticipated to be carcinogens and (ii)
to which a significant number of persons resid-
ing in the United States are exposed;

(B) information concerning the nature of
such exposure and the estimated number of
persons exposed to such substances;

(C) a statement identifying (i) each sub-
stance contained in the list under subpara-
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graph (A) for which no effluent, ambient, or
exposure standard has been established by a
Federal agency, and (ii) for each effluent, am-
bient, or exposure standard established by a
Federal agency with respect to a substance
contained in the list under subparagraph (A),
the extent to which, on the basis of available
medical, scientific, or other data, such stand-
ard, and the implementation of such standard
by the agency, decreases the risk to public
health from exposure to the substance; and

(D) a description of (i) each request received
during the year involved—

(ID) from a Federal agency outside the De-
partment of Health and Human Services for
the Secretary, or

(IT) from an entity within the Department
of Health and Human Services to any other
entity within the Department,

to conduct research into, or testing for, the
carcinogenicity of substances or to provide in-
formation described in clause (ii) of subpara-
graph (C), and (ii) how the Secretary and each
such other entity, respectively, have re-
sponded to each such request.

(5) The authority of the Secretary to enter
into any contract for the conduct of any study,
testing, program, research, or review, or assess-
ment under this subsection shall be effective for
any fiscal year only to such extent or in such
amounts as are provided in advance in appro-
priation Acts.

(c) Diseases not significantly occurring in United
States

The Secretary may conduct biomedical re-
search, directly or through grants or contracts,
for the identification, control, treatment, and
prevention of diseases (including tropical dis-
eases) which do not occur to a significant extent
in the United States.

(d) Protection of privacy of individuals who are
research subjects

The Secretary may authorize persons engaged
in biomedical, behavioral, clinical, or other re-
search (including research on mental health, in-
cluding research on the use and effect of alcohol
and other psychoactive drugs) to protect the pri-
vacy of individuals who are the subject of such
research by withholding from all persons not
connected with the conduct of such research the
names or other identifying characteristics of
such individuals. Persons so authorized to pro-
tect the privacy of such individuals may not be
compelled in any Federal, State, or local civil,
criminal, administrative, legislative, or other
proceedings to identify such individuals.

(e) Preterm labor and delivery and infant mor-
tality

The Secretary, acting through the Director of
the Centers for Disease Control and Prevention,
shall expand, intensify, and coordinate the ac-
tivities of the Centers for Disease Control and
Prevention with respect to preterm labor and
delivery and infant mortality.

(July 1, 1944, ch. 373, title III, §301, 58 Stat. 691;
July 3, 1946, ch. 538, §7(a), (b), 60 Stat. 423; June
16, 1948, ch. 481, §4(e), (f), 62 Stat. 467; June 24,
1948, ch. 621, §4(e), (), 62 Stat. 601; June 25, 1948,
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ch. 654, §1, 62 Stat. 1017; July 3, 1956, ch. 510, §4,
70 Stat. 490; Pub. L. 86-798, Sept. 15, 1960, 74 Stat.
1053; Pub. L. 87-838, §2, Oct. 17, 1962, 76 Stat. 1073;
Pub. L. 89-115, §3, Aug. 9, 1965, 79 Stat. 448; Pub.
L. 90-174, §9, Dec. 5, 1967, 81 Stat. 540; Pub. L.
91-513, title I, §3(a), Oct. 27, 1970, 84 Stat. 1241;
Pub. L. 91-515, title II, §292, Oct. 30, 1970, 84 Stat.
1308; Pub. L. 92-218, §6(a)(2), Dec. 23, 1971, 85
Stat. 785; Pub. L. 92-423, §7(b), Sept. 19, 1972, 86
Stat. 687, Pub. L. 93-282, title I, §122(b), May 14,
1974, 88 Stat. 132; Pub. L. 93-348, title I,
§104(a)(1), July 12, 1974, 88 Stat. 346; Pub. L.
93-352, title I, §111, July 23, 1974, 88 Stat. 360;
Pub. L. 94-278, title I, §111, Apr. 22, 1976, 90 Stat.
405; Pub. L. 95-622, title II, §§261, 262, Nov. 9, 1978,
92 Stat. 3434; Pub. L. 96-88, title V, §509(b), Oct.
17, 1979, 93 Stat. 695; Pub. L. 99-158, §3(a)(5), Nov.
20, 1985, 99 Stat. 879; Pub. L. 99-570, title IV,
§4021(b)(2), Oct. 27, 1986, 100 Stat. 3207-124; Pub.
L. 99-660, title I, §104, Nov. 14, 1986, 100 Stat.
3751; Pub. L. 100-607, title I, §163(1), (2), Nov. 4,
1988, 102 Stat. 3062; Pub. L. 103-43, title XX,
§2009, June 10, 1993, 107 Stat. 213; Pub. L. 109-450,
§3(a), Dec. 22, 2006, 120 Stat. 3341.)

AMENDMENTS

2006—Subsec. (e). Pub. L. 109-450 added subsec. (e).

1993—Subsec. (b)(4). Pub. L. 103-43 substituted ‘‘a bi-
ennial report” for ‘“‘an annual report’” in introductory
provisions.

1988—Subsec. (d). Pub. L. 100-607 redesignated con-
cluding provisions of subsec. (a) of section 242a of this
title as subsec. (d) of this section, substituted ‘‘bio-
medical, behavioral, clinical, or other research (includ-
ing research on mental health, including” for ‘‘research
on mental health, including’’, and substituted ‘‘drugs)”
for ‘“‘drugs,”’.

1986—Subsec. (a)(3). Pub. L. 99-570 struck out ‘‘or, in
the case of mental health projects, by the National Ad-
visory Mental Health Council;” after ‘‘Department sup-
porting such projects’ and struck out ‘‘or the National
Advisory Mental Health Council” after ‘‘appropriate
entity of the Department’.

Subsec. (¢). Pub. L. 99-660 added subsec. (c).

1985—Subsec. (a)(3). Pub. L. 99-158, §3(a)(5)(A), sub-
stituted ‘‘as are recommended by the advisory council
to the entity of the Department supporting such
projects or, in the case of mental health projects, by
the National Advisory Mental Health Council; and
make, upon recommendation of the advisory council to
the appropriate entity of the Department or the Na-
tional Advisory Mental Health Council, grants-in-aid
to public or nonprofit universities, hospitals, labora-
tories, and other institutions for the general support of
their research’ for ‘‘as are recommended by the Na-
tional Advisory Health Council, or, with respect to can-
cer, recommended by the National Cancer Advisory
Board, or, with respect to mental health, recommended
by the National Advisory Mental Health Council, or
with respect to heart, blood vessel, lung, and blood dis-
eases and blood resources, recommended by the Na-
tional Heart, Lung, and Blood Advisory Council, or,
with respect to dental diseases and conditions, rec-
ommended by the National Advisory Dental Research
Council; and include in the grants for any such project
grants of penicillin and other antibiotic compounds for
use in such project; and make, upon recommendation of
the National Advisory Health Council, grants-in-aid to
public or nonprofit universities, hospitals, laboratories,
and other institutions for the general support of their
research: Provided, That such uniform percentage, not
to exceed 15 per centum, as the Secretary may deter-
mine, of the amounts provided for grants for research
projects for any fiscal year through the appropriations
for the National Institutes of Health may be trans-
ferred from such appropriations to a separate account
to be available for such research grants-in-aid for such
fiscal year”’.
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Subsec. (a)(8). Pub. L. 99-158, §3(a)(5)(B), substituted
“‘recommendations of the advisory councils to the ap-
propriate entities of the Department or, with respect to
mental health, the National Advisory Mental Health
Council, such additional means as the Secretary con-
siders’ for ‘‘recommendation of the National Advisory
Health Council, or, with respect to cancer, upon recom-
mendation of the National Cancer Advisory Board, or,
with respect to mental health, upon recommendation of
the National Advisory Mental Health Council, or, with
respect to heart, blood vessel, lung, and blood diseases
and blood resources, upon recommendation of the Na-
tional Heart, Lung and Blood Advisory Council, or,
with respect to dental diseases and conditions, upon
recommendations of the National Advisory Dental Re-
search Council, such additional means as he deems”’.

1978—Pub. L. 95-622 designated existing provisions as
subsec. (a), redesignated former pars. (a) to (h) as (1) to
(8), respectively, substituted ‘‘Secretary’ for ‘‘Surgeon
General” wherever appearing, and inserted following
par. (8) provisions relating to authority of Secretary to
make available to individuals and entities substances
and living organisms, and added subsec. (b).

1976—Subsecs. (¢), (h). Pub. L. 94278 substituted
“‘heart, blood vessel, lung, and blood diseases and blood
resources’ for ‘“‘heart diseases’ and ‘‘National Heart,
Lung and Blood Advisory Council”’ for ‘‘National Heart
and Lung Advisory Council”.

1974—Subsec. (c). Pub. L. 93-348, §104(a)(1), redesig-
nated subsec. (d) as (¢c) and substituted ‘‘research
projects’ for ‘‘research or research training projects’’
in two places, ‘‘general support of their research’ for
‘“‘general support of their research and research train-
ing programs’ and ‘‘research grants-in-aid’”’ for ‘‘re-
search and research training program grants-in-aid’.
Former subsec. (¢), authorizing Surgeon General to es-
tablish and maintain research fellowships in the Public
Health Service with such stipends and allowances, in-
cluding traveling and subsistence expenses, as he may
deem necessary to procure the assistance of the most
brilliant and promising research fellows from the
United States and abroad, was struck out.

Subsec. (d). Pub. L. 93-348, §104(a)(1)(C), redesignated
subsec. (e) as (d).

Pub. L. 93-282 substituted ‘‘mental health, including
research on the use and effect of alcohol and other
psychoactive drugs’ for ‘‘the use and effect of drugs’ in
former concluding provisions of section 242a(a) of this
title. See 1988 Amendment note above.

Subsecs. (e), (f). Pub. L. 93-348, §104(a)(1)(C), redesig-
nated subsecs. (f) and (g) as (e) and (f), respectively.
Former subsec. (e) redesignated (d).

Subsec. (g). Pub. L. 93-352 struck out ‘‘during the fis-
cal year ending June 30, 1966, and each of the eight suc-
ceeding fiscal years’ after ‘‘Enter into contracts’. Not-
withstanding directory language that amendment be
made to subsec. (h), the amendment was executed to
subsec. (g) to reflect the probable intent of Congress
and the intervening redesignation of subsec. (h) as (g)
by Pub. L. 93-348.

Pub. L. 93-348, §104(a)(1)(C), redesignated subsec. (h)
as (g). Former subsec. (g) redesignated (f).

Subsecs. (h), (i). Pub. L. 93-348, §104(a)(1)(C), redesig-
nated subsecs. (h) and (i) as (g) and (h), respectively.

1972—Subsecs. (d), (i). Pub. L. 92423 substituted ‘“Na-
tional Heart and Lung Advisory Council” for ‘‘National
Advisory Heart Council”.

1971—Subsecs. (d), (i). Pub. L. 92-218 substituted ‘“Na-
tional Cancer Advisory Board” for ‘‘National Advisory
Cancer Council”.

1970—Subsec. (d). Pub. L. 91-513 added subsec. (d). See
1988 Amendment note above.

Subsec. (h). Pub. L. 91-515 substituted ‘‘eight” for
“five”’ succeeding fiscal years.

1967—Subsec. (h). Pub. L. 90-174 substituted ‘‘five’ for
‘“‘two’’ succeeding fiscal years.

1965—Subsecs. (h), (). Pub. L. 89-115 added subsec. (h)
and redesignated former subsec. (h) as (i).

1962—Subsec. (d). Pub. L. 87-838 inserted ‘‘or research
training’’ in two places.
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1960—Subsec. (d). Pub. L. 86-798 authorized the Sur-
geon General, upon recommendation of the National
Advisory Health Council, to make grants to public or
non-profit universities, hospitals, laboratories, and
other institutions to support research and research
training programs, and to make available for such re-
search and research training programs, up to 15 per
centum of amounts provided for research grants
through the appropriations for the National Institutes
of Health.

1956—Subsecs. (g), (h). Act July 3, 1956, added subsec.
(g) and redesignated former subsec. (g) as (h).

1948—Subsec. (d). Acts June 16, 1948, §4(e), and June
24, 1948, §4(e), made provisions applicable to the Na-
tional Advisory Heart Council and the National Advi-
sory Dental Research Council, respectively.

Subsec. (d). Act June 25, 1948, continued in basic leg-
islation the authority to purchase penicillin and other
antibiotic compounds for use in research projects.

Subsec. (g). Acts June 16, 1948, §4(f), and June 24, 1948,
§4(f), made provisions applicable to the National Advi-
sory Heart Council and the National Advisory Dental
Research Council, respectively.

1946—Subsec. (d). Act July 3, 1946, made the National
Advisory Mental Health Council the body to make rec-
ommendations to the Surgeon General on awarding of
grants-in-aid for research projects with respect to men-
tal health.

Subsec. (g). Act July 3, 1946, gave National Advisory
Health Council the right to make recommendations to
carry out purposes of this section.

CHANGE OF NAME

‘““Secretary of Health and Human Services” sub-
stituted for ‘‘Secretary of Health, Education, and Wel-
fare’ in subsec. (a)(7), and ‘“‘Department of Health and
Human Services” substituted for ‘‘Department of
Health, Education, and Welfare’’ in subsec. (b)(1), (3),
and (4)(D)(I), (II), pursuant to section 509(b) of Pub. L.
96-88 which is classified to section 3508(b) of Title 20,
Education.

EFFECTIVE DATE OF 1978 AMENDMENT

Sections 261 and 262 of Pub. L. 95-622 provided that
the amendments made by those sections are effective
Oct. 1, 1978.

EFFECTIVE DATE OF 1974 AMENDMENT

Section 104(b) of Pub. L. 93-348 provided that: ‘“The
amendments made by subsection (a) [amending this
section and sections 242a, 282, 286a, 286b, 287a, 287b, 287d,
288a, 289c, 289c-1, 289z, 289k, and heading preceding sec-
tion 289! of this title] shall not apply with respect to
commitments made before the date of the enactment of
this Act [July 12, 1974] by the Secretary of Health, Edu-
cation, and Welfare for research training under the pro-
visions of the Public Health Service Act amended or re-
pealed by subsection (a).”

EFFECTIVE DATE OF 1972 AMENDMENT

Amendment by Pub. L. 92423 effective 60 days after
Sept. 19, 1972, or on such prior date after Sept. 19, 1972,
as the President shall prescribe and publish in the Fed-
eral Register, see section 9 of Pub. L. 92-423, set out as
a note under section 218 of this title.

EFFECTIVE DATE OF 1971 AMENDMENT

Amendment by Pub. L. 92-218 effective 60 days after
Dec. 23, 1971, or on such prior date after Dec. 23, 1971,
as the President shall prescribe and publish in the Fed-
eral Register, see section 7 of Pub. L. 92-218, set out as
a note under section 218 of this title.

COORDINATION OF DATA SURVEYS AND REPORTS

Pub. L. 106-113, div. B, §1000(a)(6) [title VII, §703(e)l,
Nov. 29, 1999, 113 Stat. 1536, 1501A-402, provided that:
““The Secretary of Health and Human Services, through
the Assistant Secretary for Planning and Evaluation,
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shall establish a clearinghouse for the consolidation
and coordination of all Federal databases and reports
regarding children’s health.”’

FEMALE GENITAL MUTILATION

Pub. L. 104-134, title I, §101(d) [title V, §520], Apr. 26,
1996, 110 Stat. 1321-211, 1321-250; renumbered title I,
Pub. L. 104-140, §1(a), May 2, 1996, 110 Stat. 1327, pro-
vided that:

‘‘(a) Congress finds that—

‘(1) the practice of female genital mutilation is
carried out by members of certain cultural and reli-
gious groups within the United States; and

‘“(2) the practice of female genital mutilation often
results in the occurrence of physical and psycho-
logical health effects that harm the women involved.
“(b) The Secretary of Health and Human Services

shall do the following:

‘(1) Compile data on the number of females living
in the United States who have been subjected to fe-
male genital mutilation (whether in the United
States or in their countries of origin), including a
specification of the number of girls under the age of
18 who have been subjected to such mutilation.

‘(2) Identify communities in the United States that
practice female genital mutilation, and design and
carry out outreach activities to educate individuals
in the communities on the physical and psychological
health effects of such practice. Such outreach activi-
ties shall be designed and implemented in collabora-
tion with representatives of the ethnic groups prac-
ticing such mutilation and with representatives of or-
ganizations with expertise in preventing such prac-
tice.

¢(3) Develop recommendations for the education of
students of schools of medicine and osteopathic medi-
cine regarding female genital mutilation and com-
plications arising from such mutilation. Such recom-
mendations shall be disseminated to such schools.
‘“(c) For purposes of this section the term ‘female

genital mutilation’ means the removal or infibulation
(or both) of the whole or part of the clitoris, the labia
minor, or the labia major.

“(d) The Secretary of Health and Human Services
shall commence carrying out this section not later
than 90 days after the date of enactment of this Act
[Apr. 26, 1996].”

SENTINEL DISEASE CONCEPT STUDY

Section 1910 of Pub. L. 103-43 directed Secretary of
Health and Human Services, in cooperation with Agen-
cy for Toxic Substances and Disease Registry and Cen-
ters for Disease Control and Prevention, to design and
implement a pilot sentinel disease surveillance system
for identifying relationship between occupation of
household members and incidence of subsequent condi-
tions or diseases in other members of household, and
required Director of the National Institutes of Health
to prepare and submit to Congress, not later than 4
years after June 10, 1993, a report concerning this
project.

STUDY OF THYROID MORBIDITY FOR HANFORD,
WASHINGTON

Section 161 of Pub. L. 100-607, as amended by Pub. L.
102-531, title III, §312(e)(1), Oct. 27, 1992, 106 Stat. 3506,
directed Secretary of Health and Human Services, act-
ing through Director of Centers for Disease Control and
Prevention, to conduct a study of thyroid morbidity of
the population, including Indian tribes and tribal orga-
nizations, in vicinity of Hanford, in State of Washing-
ton, authorized Director to contract out portions of
study, and required Director, not later than 42 months
after Nov. 4, 1988, to transmit a report, including such
study, to Congress, chief executive officers of States of
Oregon and Washington, and governing officials of In-
dian tribes in vicinity of Hanford, Washington.

NATIONAL COMMISSION ON SLEEP DISORDERS RESEARCH

Section 162 of Pub. L. 100-607 directed Secretary of
Health and Human Services, after consultation with
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Director of National Institutes of Health, to establish
a National Commission on Sleep Disorders Research to
conduct a comprehensive study of present state of
knowledge of incidence, prevalence, morbidity, and
mortality resulting from sleep disorders, and of social
and economic impact of such disorders, evaluate public
and private facilities and resources (including trained
personnel and research activities) available for diag-
nosis, prevention, and treatment of, and research into,
such disorders, and identify programs (including bio-
logical, physiological, behavioral, environmental, and
social programs) by which improvement in manage-
ment and research into sleep disorders could be accom-
plished and, not later than 18 months after initial
meeting of Commission, to submit to appropriate Com-
mittees of Congress a final report, and provided for ter-
mination of the Commission 30 days after submission of
final report.

RESEARCH WITH RESPECT TO HEALTH RESOURCES AND
SERVICES ADMINISTRATION

Section 632 of Pub. L. 100-607 provided that with re-
spect to any program of research pursuant to this chap-
ter, any such program carried out in fiscal year 1987 by
an agency other than Health Resources and Services
Administration (or appropriate to be carried out by
such an agency) could not, for each of fiscal years 1989
through 1991, be carried out by such Administration.

CONTINUING CARE FOR PSYCHIATRIC PATIENTS IN
FORMER CLINICAL RESEARCH CENTER AT NATIONAL
INSTITUTE ON DRUG ABUSE

Pub. L. 99-117, §10, Oct. 7, 1985, 99 Stat. 494, provided
that: “‘In any fiscal year beginning after September 30,
1981, from funds appropriated for carrying out section
301 of the Public Health Service Act [this section] with
respect to mental health, the Secretary of Health and
Human Services may provide, by contract or otherwise,
for the continuing care of psychiatric patients who
were under active and continuous treatment at the Na-
tional Institute on Drug Abuse Clinical Research Cen-
ter on the date such Clinical Research Center ceased
operations.”’

ANALYSIS OF THYROID CANCER; CREATION AND
PUBLICATION OF RADIOEPIDEMIOLOGICAL TABLES

Pub. L. 97414, §7, Jan. 4, 1983, 96 Stat. 2059, as amend-
ed by Pub. L. 109482, title I, §104(b)(3)(A), Jan. 15, 2007,
120 Stat. 3694, provided that:

‘“(a) In carrying out section 301 of the Public Health
Service Act [this section], the Secretary of Health and
Human Services shall—

‘(1) conduct scientific research and prepare analy-
ses necessary to develop valid and credible assess-
ments of the risks of thyroid cancer that are associ-
ated with thyroid doses of Iodine 131;

‘“(2) conduct scientific research and prepare analy-
ses necessary to develop valid and credible methods
to estimate the thyroid doses of Iodine 131 that are
received by individuals from nuclear bomb fallout;
and

“(3) conduct scientific research and prepare analy-
ses necessary to develop valid and credible assess-
ments of the exposure to Iodine 131 that the Amer-
ican people received from the Nevada atmospheric
nuclear bomb tests.

““(b)(1) Within one year after the date of enactment of
this Act [Jan. 4, 1983], the Secretary of Health and
Human Services shall devise and publish radio-
epidemiological tables that estimate the likelihood
that persons who have or have had any of the radiation
related cancers and who have received specific doses
prior to the onset of such disease developed cancer as
a result of these doses. These tables shall show a prob-
ability of causation of developing each radiation relat-
ed cancer associated with receipt of doses ranging from
1 millirad to 1,000 rads in terms of sex, age at time of
exposure, time from exposure to the onset of the cancer
in question, and such other categories as the Secretary,
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after consulting with appropriate scientific experts, de-
termines to be relevant. Each probability of causation
shall be calculated and displayed as a single percentage
figure.

‘(2) At the time the Secretary of Health and Human
Services publishes the tables pursuant to paragraph (1),
such Secretary shall also publish—

‘“(A) for the tables of each radiation related cancer,
an evaluation which will assess the credibility, valid-
ity, and degree of certainty associated with such
tables; and

‘“(B) a compilation of the formulas that yielded the
probabilities of causation listed in such tables. Such
formulas shall be published in such a manner and to-
gether with information necessary to determine the
probability of causation of any individual who has or
has had a radiation related cancer and has received
any given dose.

““(3) The tables specified in paragraph (1) and the for-
mulas specified in paragraph (2) shall be devised from
the best available data that are most applicable to the
United States, and shall be devised in accordance with
the best available scientific procedures and expertise.”’

TERMINATION OF ADVISORY COMMITTEES

Pub. L. 93-641, §6, Jan. 4, 1975, 88 Stat. 2275, set out as
a note under section 217a of this title, provided that an
advisory committee established pursuant to the Public
Health Service Act shall terminate at such time as
may be specifically prescribed by an Act of Congress
enacted after Jan. 4, 1975.

EXECUTIVE ORDER NO. 13435

Ex. Ord. No. 13435, June 20, 2007, 72 F.R. 34591, which
directed research with stem cells not derived from the
creation or destruction of a human embryo or fetus,
was revoked by Ex. Ord. No. 13505, §5(b), Mar. 9, 2009, 74
F.R. 10668, set out below.

EX. ORD. NO. 13505. REMOVING BARRIERS TO RESPONSIBLE
SCIENTIFIC RESEARCH INVOLVING HUMAN STEM CELLS

Ex. Ord. No. 13505, Mar. 9, 2009, 74 F.R. 10667, provided:

By the authority vested in me as President by the
Constitution and the laws of the United States of
America, it is hereby ordered as follows:

SECTION 1. Policy. Research involving human embry-
onic stem cells and human non-embryonic stem cells
has the potential to lead to better understanding and
treatment of many disabling diseases and conditions.
Advances over the past decade in this promising sci-
entific field have been encouraging, leading to broad
agreement in the scientific community that the re-
search should be supported by Federal funds.

For the past 8 years, the authority of the Department
of Health and Human Services, including the National
Institutes of Health (NIH), to fund and conduct human
embryonic stem cell research has been limited by Pres-
idential actions. The purpose of this order is to remove
these limitations on scientific inquiry, to expand NIH
support for the exploration of human stem cell re-
search, and in so doing to enhance the contribution of
America’s scientists to important new discoveries and
new therapies for the benefit of humankind.

SEC. 2. Research. The Secretary of Health and Human
Services (Secretary), through the Director of NIH, may
support and conduct responsible, scientifically worthy
human stem cell research, including human embryonic
stem cell research, to the extent permitted by law.

SEC. 3. Guidance. Within 120 days from the date of this
order, the Secretary, through the Director of NIH, shall
review existing NIH guidance and other widely recog-
nized guidelines on human stem cell research, includ-
ing provisions establishing appropriate safeguards, and
issue new NIH guidance on such research that is con-
sistent with this order. The Secretary, through NIH,
shall review and update such guidance periodically, as
appropriate.

SEC. 4. General Provisions. (a) This order shall be im-
plemented consistent with applicable law and subject
to the availability of appropriations.

TITLE 42—THE PUBLIC HEALTH AND WELFARE

Page 122

(b) Nothing in this order shall be construed to impair
or otherwise affect:

(i) authority granted by law to an executive depart-
ment, agency, or the head thereof; or

(ii) functions of the Director of the Office of Man-
agement and Budget relating to budgetary, adminis-
trative, or legislative proposals.

(c) This order is not intended to, and does not, create
any right or benefit, substantive or procedural, enforce-
able at law or in equity, by any party against the
United States, its departments, agencies, or entities,
its officers, employees, or agents, or any other person.

SEC. 5. Revocations. (a) The Presidential statement of
August 9, 2001, limiting Federal funding for research in-
volving human embryonic stem cells, shall have no fur-
ther effect as a statement of governmental policy.

(b) Executive Order 13435 of June 20, 2007, which sup-
plements the August 9, 2001, statement on human em-
bryonic stem cell research, is revoked.

BARACK OBAMA.

GUIDELINES FOR HUMAN STEM CELL RESEARCH

Memorandum of President of the United States, July
30, 2009, 74 F.R. 38885, provided:

Memorandum for the Heads of Executive Depart-
ments and Agencies

As outlined in Executive Order 13505 of March 9, 2009,
my Administration is committed to supporting and
conducting ethically responsible, scientifically worthy
human stem cell research, including human embryonic
stem cell research, to the extent permitted by law. Pur-
suant to that order, the National Institutes of Health
(NIH) published final ‘‘National Institutes of Health
Guidelines for Human Stem Cell Research’” (Guide-
lines), effective July 7, 2009. These Guidelines apply to
the expenditure of NIH funds for research using human
embryonic stem cells and certain uses of human in-
duced pluripotent stem cells. The Guidelines are based
on the principles that responsible research with human
embryonic stem cells has the potential to improve our
understanding of human biology and aid in the discov-
ery of new ways to prevent and treat illness, and that
individuals donating embryos for research purposes
should do so freely, with voluntary and informed con-
sent. These Guidelines will ensure that NIH-funded re-
search adheres to the highest ethical standards.

In order to ensure that all federally funded human
stem cell research is conducted according to these
same principles and to promote a uniform Federal pol-
icy across the executive branch, I hereby direct the
heads of executive departments and agencies that sup-
port and conduct stem cell research to adopt these
Guidelines, to the fullest extent practicable in light of
legal authorities and obligations. I also direct those de-
partments and agencies to submit to the Director of
the Office of Management and Budget (OMB), within 90
days, proposed additions or revisions to any other guid-
ance, policies, or procedures related to human stem cell
research, consistent with Executive Order 13505 and
this memorandum. The Director of the OMB shall, in
coordination with the Director of NIH, review these
proposals to ensure consistent implementation of Exec-
utive Order 13505 and this memorandum.

This memorandum is not intended to, and does not,
create any right or benefit, substantive or procedural,
enforceable at law or in equity by any party against
the United States, its departments, agencies, or enti-
ties, its officers, employees, or agents, or any other
person. Executive departments and agencies shall carry
out the provisions of this memorandum to the extent
permitted by law and consistent with their statutory
and regulatory authorities and their enforcement
mechanisms.

The Director of the OMB is hereby authorized and di-
rected to publish this memorandum in the Federal Reg-
ister.

BARACK OBAMA.
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§ 242, Studies and investigations on use and mis-
use of narcotic drugs and other drugs; an-
nual report to Attorney General; cooperation
with States

(a) In carrying out the purposes of section 241
of this title with respect to drugs the use or mis-
use of which might result in drug abuse or de-
pendency, the studies and investigations author-
ized therein shall include the use and misuse of
narcotic drugs and other drugs. Such studies and
investigations shall further include the quan-
tities of crude opium, coca leaves, and their
salts, derivatives, and preparations, and other
drugs subject to control under the Controlled
Substances Act [21 U.S.C. 801 et seq.] and Con-
trolled Substances Import and Export Act [21
U.S.C. 951 et seq.], together with reserves there-
of, necessary to supply the normal and emer-
gency medicinal and scientific requirements of
the United States. The results of studies and in-
vestigations of the quantities of narcotic drugs
or other drugs subject to control under such
Acts, together with reserves of such drugs, that
are necessary to supply the normal and emer-
gency medicinal and scientific requirements of
the United States, shall be reported not later
than the first day of April of each year to the
Attorney General, to be used at his discretion in
determining manufacturing quotas or importa-
tion requirements under such Acts.

(b) The Surgeon General shall cooperate with
States for the purpose of aiding them to solve
their narcotic drug problems and shall give au-
thorized representatives of the States the bene-
fit of his experience in the care, treatment, and
rehabilitation of narcotic addicts to the end
that each State may be encouraged to provide
adequate facilities and methods for the care and
treatment of its narcotic addicts.

(July 1, 1944, ch. 373, title III, §302, 58 Stat. 692;
Pub. L. 91-513, title II, §701(j), Oct. 27, 1970, 84
Stat. 1282.)

REFERENCES IN TEXT

The Controlled Substances Act, referred to in subsec.
(a), is title II of Pub. L. 91-513, Oct. 27, 1970, 84 Stat.
1242, as amended, which is classified principally to sub-
chapter I (§801 et seq.) of chapter 13 of Title 21, Food
and Drugs. For complete classification of this Act to
the Code, see Short Title note set out under section 801
of Title 21 and Tables.

The Controlled Substances Import and Export Act,
referred to in subsec. (a), is title III of Pub. L. 91-513,
Oct. 27, 1970, 84 Stat. 1285, as amended, which is classi-
fied principally to subchapter II (§951 et seq.) of chap-
ter 13 of Title 21. For complete classification of this
Act to the Code, see Short Title note set out under sec-
tion 951 of Title 21 and Tables.

AMENDMENTS

1970—Subsec. (a). Pub. L. 91-513 inserted references to
drug dependency, drugs other than narcotic drugs, and
substances subject to control under the Controlled Sub-
stances Act and the Controlled Substances Import and
Export Act, substituted the first day of April of each
year for the first day of September of each year as the
date by which the study results must be submitted,
substituted the Attorney General for the Secretary of
the Treasury as the officer to whom the report is to be
submitted, and struck out references to the Narcotic
Drugs Import and Export Act.

EFFECTIVE DATE OF 1970 AMENDMENT

Amendment by Pub. L. 91-513 effective on first day of
seventh calendar month that begins after Oct. 26, 1970,
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see section 704 of Pub. L. 91-513, set out as an Effective
Date note under section 801 of Title 21, Food and Drugs.

SAVINGS PROVISION

Amendment by Pub. L. 91-513 not to affect or abate
any prosecutions for violation of law or any civil sei-
zures or forfeitures and injunctive proceedings com-
menced prior to the effective date of such amendment,
and all administrative proceedings pending before the
Bureau of Narcotics and Dangerous Drugs on Oct. 27,
1970, to be continued and brought to final determina-
tion in accord with laws and regulations in effect prior
to Oct. 27, 1970, see section 702 of Pub. L. 91-513, set out
as a note under section 321 of Title 21, Food and Drugs.

TRANSFER OF FUNCTIONS

Office of Surgeon General abolished by section 3 of
Reorg. Plan No. 3 of 1966, eff. June 25, 1966, 31 F.R. 8855,
80 Stat. 1610, and functions thereof transferred to Sec-
retary of Health, Education, and Welfare by section 1 of
Reorg. Plan No. 3 of 1966, set out as a note under sec-
tion 202 of this title. Secretary of Health, Education,
and Welfare redesignated Secretary of Health and
Human Services by section 509(b) of Pub. L. 96-88 which
is classified to section 3508(b) of Title 20, Education.

MARIHUANA AND HEALTH REPORTING

Pub. L. 91-296, title V, June 30, 1970, 84 Stat. 352, as
amended by Pub. L. 95461, §3(a), Oct. 14, 1978, 92 Stat.
1268; Pub. L. 96-88, title V, §509(b), Oct. 17, 1979, 93 Stat.
695, known as the Marihuana and Health Reporting Act,
which required the Secretary of Health and Human
Services, after consultation with the Surgeon General
and other appropriate individuals, to transmit a report
to the Congress on or before January 31, 1971, and bien-
nially thereafter (1) containing current information on
the health consequences of using marihuana, and (2)
containing such recommendations for legislative and
administrative action as he may deem appropriate, was
repealed by Pub. L. 98-24, §2(d), Apr. 26, 1983, 97 Stat.
182.

§242a. Repealed. Pub. L. 106-310, div. B, title
XXXII, §3201(b)(1), Oct. 17, 2000, 114 Stat.
1190

Section, act July 1, 1944, ch. 373, title III, §303, as
added July 3, 1946, ch. 538, §7(c), 60 Stat. 423; amended
Aug. 2, 1956, ch. 871, title V, §501, 70 Stat. 929; Pub. L.
91-513, title I, §3(a), Oct. 27, 1970, 84 Stat. 1241; Pub. L.
93-282, title I, §122(b), May 14, 1974, 88 Stat. 132; Pub. L.
93-348, title I, §104(a)(2), July 12, 1974, 88 Stat. 346; Pub.
L. 95-633, title I, §108(b), Nov. 10, 1978, 92 Stat. 3773; Pub.
L. 96-398, title VIII, §803(a), Oct. 7, 1980, 94 Stat. 1607;
Pub. L. 100-177, title II, §202(a), Dec. 1, 1987, 101 Stat.
996; Pub. L. 100-607, title I, §163(1)(A), Nov. 4, 1988, 102
Stat. 3062; Pub. L. 100-690, title II, §2058(b), Nov. 18,
1988, 102 Stat. 4214; Pub. L. 101-597, title IV, §401(b)[(a)],
Nov. 16, 1990, 104 Stat. 3035; Pub. L. 102-321, title I,
§115(b), July 10, 1992, 106 Stat. 348; Pub. L. 102408, title
IIT, §305, Oct. 13, 1992, 106 Stat. 2084; Pub. L. 105-392,
title IV, §403, Nov. 13, 1998, 112 Stat. 3588, related to
mental health.

§242b. General authority respecting research,
evaluations, and demonstrations in health
statistics, health services, and health care
technology

(a) Scope of activities

The Secretary may, through the Agency for
Healthcare Research and Quality or the Na-
tional Center for Health Statistics, or using
Ruth L. Kirschstein National Research Service
Awards or other appropriate authorities, under-
take and support training programs to provide
for an expanded and continuing supply of indi-
viduals qualified to perform the research, eval-
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5. other emerging policy issues relevant to the secu-
rity of BSAT.

Thereafter, the Panel shall continue to provide tech-
nical advice concerning the SAP on request.

(iv) If the Panel is unable to reach consensus on rec-
ommendations for an issue within its charge, the mat-
ter shall be resolved through the interagency policy
committee process led by the National Security Staff.

(v) The Secretaries of Health and Human Services
and Agriculture and the Attorney General shall report
to the Assistant to the President for Homeland Secu-
rity and Counterterrorism on the consideration and im-
plementation of Panel recommendations concerning
the SAP, including a rationale for failure to implement
any recommendations.

(vi) The Panel shall be chartered for a period of 4
years subject to renewal through the interagency pol-
icy committee process led by the National Security
Staff.

(b) To further assist the Secretaries of Health and
Human Services and Agriculture and the Attorney Gen-
eral in implementing the policy set forth in sections 1,
4, 5, and 6 of this order, the National Science Advisory
Board for Biosecurity shall provide technical advice
and serve as a conduit for public consultation, as need-
ed, on topics of relevance to the SAP.

SEC. 8. Sharing of Select Agent Program Information. (a)
Consistent with applicable laws and regulations, the
Secretaries of Health and Human Services and Agri-
culture and the Attorney General shall, no later than
6 months from the date of this order, develop a process
and the criteria for making SAP information available
to executive departments and agencies when such infor-
mation is necessary for furthering a public health, safe-
ty, security, law enforcement, or national security mis-
sion.

(b) SAP information shall continue to be safeguarded
properly and handled securely to minimize the risk of
disclosing sensitive, personal, and other information
protected by the Privacy Act, 5 U.S.C. 552a.

SEC. 9. General Provisions. (a) The National Security
Staff shall, on a biennial basis, review the implementa-
tion and effectiveness of this order and refer to the
interagency policy committee process any issues that
require further deliberation or adjudication.

(b) Nothing in this order shall be construed to impair
or otherwise affect the authority granted by law to a
department or agency, or the head thereof, or functions
of the Director of the Office of Management and Budget
relating to budgetary, administrative, or legislative
proposals.

(c) This order shall be implemented consistent with
applicable law and subject to the availability of appro-
priations.

(d) This order is not intended to, and does not, create
any right or benefit, substantive or procedural, enforce-
able at law or in equity by any party against the
United States, its departments, agencies, or entities,
its officers, employees, or agents, or any other person.

BARACK OBAMA.

§263. Preparation of biological products by Serv-
ice

(a) The Service may prepare for its own use
any product described in section 262 of this title
and any product necessary to carrying out any
of the purposes of section 241 of this title.

(b) The Service may prepare any product de-
scribed in section 262 of this title for the use of
other Federal departments or agencies, and pub-
lic or private agencies and individuals engaged
in work in the field of medicine when such prod-
uct is not available from establishments 1i-
censed under such section.

(July 1, 1944, ch. 373, title III, §352, 58 Stat. 703.)
TRANSFER OF FUNCTIONS

Functions of Public Health Service, Surgeon General
of Public Health Service, and all other officers and em-
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ployees of Public Health Service, and functions of all
agencies of or in Public Health Service transferred to
Secretary of Health, Education, and Welfare by Reorg.
Plan No. 3 of 1966, eff. June 25, 1966, 31 F.R. 8855, 80 Stat.
1610, set out as a note under section 202 of this title.
Secretary of Health, Education, and Welfare redesig-
nated Secretary of Health and Human Services by sec-
tion 509(b) of Pub. L. 96-88 which is classified to section
3508(b) of Title 20, Education.

SUBPART 2—CLINICAL LABORATORIES

§263a. Certification of laboratories
(a) “Laboratory” or “clinical laboratory” defined

As used in this section, the term ‘‘laboratory”
or ‘‘clinical laboratory’ means a facility for the
biological, microbiological, serological, chemi-
cal, immuno-hematological, hematological, bio-
physical, cytological, pathological, or other ex-
amination of materials derived from the human
body for the purpose of providing information
for the diagnosis, prevention, or treatment of
any disease or impairment of, or the assessment
of the health of, human beings.

(b) Certificate requirement

No person may solicit or accept materials de-
rived from the human body for laboratory exam-
ination or other procedure unless there is in ef-
fect for the laboratory a certificate issued by
the Secretary under this section applicable to
the category of examinations or procedures
which includes such examination or procedure.

(c) Issuance and renewal of certificates
(1) In general

The Secretary may issue or renew a certifi-
cate for a laboratory only if the laboratory
meets the requirements of subsection (d) of
this section.

(2) Term

A certificate issued under this section shall
be valid for a period of 2 years or such shorter
period as the Secretary may establish.

(d) Requirements for certificates
(1) In general

A laboratory may be issued a certificate or
have its certificate renewed if—

(A) the laboratory submits (or if the lab-
oratory is accredited under subsection (e) of
this section, the accreditation body which
accredited the laboratory submits), an appli-
cation—

(i) in such form and manner as the Sec-
retary shall prescribe,

(ii) that describes the characteristics of
the laboratory examinations and other
procedures performed by the laboratory in-
cluding—

(I) the number and types of laboratory
examinations and other procedures per-
formed,

(IT) the methodologies for laboratory
examinations and other procedures em-
ployed, and

(ITII) the qualifications (educational
background, training, and experience) of
the personnel directing and supervising
the laboratory and performing the lab-
oratory examinations and other proce-
dures, and
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(iii) that contains such other informa-
tion as the Secretary may require to deter-
mine compliance with this section, and

the laboratory agrees to provide to the Sec-
retary (or if the laboratory is accredited, to
the accreditation body which accredited it) a
description of any change in the information
submitted under clause (ii) not later than 6
months after the change was put into effect,

(B) the laboratory provides the Sec-
retary—

(i) with satisfactory assurances that the
laboratory will be operated in accordance
with standards issued by the Secretary
under subsection (f) of this section, or

(ii) with proof of accreditation under
subsection (e) of this section,

(C) the laboratory agrees to permit inspec-
tions by the Secretary under subsection (g)
of this section,

(D) the laboratory agrees to make records
available and submit reports to the Sec-
retary as the Secretary may reasonably re-
quire, and

(BE) the laboratory agrees to treat pro-
ficiency testing samples in the same manner
as it treats materials derived from the
human body referred to it for laboratory ex-
aminations or other procedures in the ordi-
nary course of business.

(2) Requirements for certificates of waiver
(A) In general

A laboratory which only performs labora-
tory examinations and procedures described
in paragraph (3) shall be issued a certificate
of waiver or have its certificate of waiver re-
newed if—

(i) the laboratory submits an applica-
tion—

(I) in such form and manner as the Sec-
retary shall prescribe,

(IT) that describes the characteristics
of the laboratory examinations and
other procedures performed by the lab-
oratory, including the number and types
of laboratory examinations and other
procedures performed, the methodologies
for laboratory examinations and other
procedures employed, and the qualifica-
tions (educational background, training,
and experience) of the personnel direct-
ing and supervising the laboratory and
performing the laboratory examinations
and other procedures, and

(ITI) that contains such other informa-
tion as the Secretary may reasonably re-
quire to determine compliance with this
section, and

(ii) the laboratory agrees to make
records available and submit reports to
the Secretary as the Secretary may re-
quire.

(B) Changes

If a laboratory makes changes in the ex-
aminations and other procedures performed
by it only with respect to examinations and
procedures which are described in paragraph
(3), the laboratory shall report such changes
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to the Secretary not later than 6 months
after the change has been put into effect. If
a laboratory proposes to make changes in
the examinations and procedures performed
by it such that the laboratory will perform
an examination or procedure not described
in paragraph (3), the laboratory shall report
such change to the Secretary before the
change takes effect.

(C) Effect

Subsections (f) and (g) of this section shall
not apply to a laboratory to which has been
issued a certificate of waiver.

(3) Examinations and procedures

The examinations and procedures identified
in paragraph (2) are laboratory examinations
and procedures that have been approved by the
Food and Drug Administration for home use or
that, as determined by the Secretary, are sim-
ple laboratory examinations and procedures
that have an insignificant risk of an erroneous
result, including those that—

(A) employ methodologies that are so sim-
ple and accurate as to render the likelihood
of erroneous results by the user negligible,
or

(B) the Secretary has determined pose no
unreasonable risk of harm to the patient if
performed incorrectly.

(4) “Certificate” defined

As used in this section, the term ‘‘certifi-
cate” includes a certificate of waiver issued
under paragraph (2).

(e) Accreditation
(1) In general

A laboratory may be accredited for purposes
of obtaining a certificate if the laboratory—
(A) meets the standards of an approved ac-
creditation body, and
(B) authorizes the accreditation body to
submit to the Secretary (or such State agen-
cy as the Secretary may designate) such
records or other information as the Sec-
retary may require.
(2) Approval of accreditation bodies
(A) In general

The Secretary may approve a private non-
profit organization to be an accreditation
body for the accreditation of laboratories
if—

(i) using inspectors qualified to evaluate
the methodologies used by the laboratories
in performing laboratory examinations
and other procedures, the accreditation
body agrees to inspect a laboratory for
purposes of accreditation with such fre-
quency as determined by ! Secretary,

(ii) the standards applied by the body in
determining whether or not to accredit a
laboratory are equal to or more stringent
than the standards issued by the Secretary
under subsection (f) of this section,

(iii) there is adequate provision for as-
suring that the standards of the accredita-
tion body continue to be met by the lab-
oratory,

180 in original. Probably should be “‘by the’.
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(iv) in the case of any laboratory accred-
ited by the body which has had its accredi-
tation denied, suspended, withdrawn, or re-
voked or which has had any other action
taken against it by the accrediting body,
the accrediting body agrees to submit to
the Secretary the name of such laboratory
within 30 days of the action taken,

(v) the accreditation body agrees to no-
tify the Secretary at least 30 days before it
changes its standards, and

(vi) if the accreditation body has its ap-
proval withdrawn by the Secretary, the
body agrees to notify each laboratory ac-
credited by the body of the withdrawal
within 10 days of the withdrawal.

(B) Criteria and procedures

The Secretary shall promulgate criteria
and procedures for approving an accredita-
tion body and for withdrawing such approval
if the Secretary determines that the accredi-
tation body does not meet the requirements
of subparagraph (A).

(C) Effect of withdrawal of approval

If the Secretary withdraws the approval of
an accreditation body under subparagraph
(B), the certificate of any laboratory accred-
ited by the body shall continue in effect for
60 days after the laboratory receives notifi-
cation of the withdrawal of the approval, ex-
cept that the Secretary may extend such pe-
riod for a laboratory if it determines that
the laboratory submitted an application for
accreditation or a certificate in a timely
manner after receipt of the notification of
the withdrawal of approval. If an accredita-
tion body withdraws or revokes the accredi-
tation of a laboratory, the certificate of the
laboratory shall continue in effect—

(i) for 45 days after the laboratory re-
ceives notice of the withdrawal or revoca-
tion of the accreditation, or

(ii) until the effective date of any action
taken by the Secretary under subsection
(i) of this section.

(D) Evaluations

The Secretary shall evaluate annually the
performance of each approved accreditation
body by—

(i) inspecting under subsection (g) of this
section a sufficient number of the labora-
tories accredited by such body to allow a
reasonable estimate of the performance of
such body, and

(ii) such other means as the Secretary
determines appropriate.
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priate for the validity and reliability of the
laboratory examinations and other proce-
dures of the laboratory and to meet require-
ments relating to the proper collection,
transportation, and storage of specimens and
the reporting of results,

(B) to maintain records, equipment, and
facilities necessary for the proper and effec-
tive operation of the laboratory,

(C) in performing and carrying out its lab-
oratory examinations and other procedures,
to use only personnel meeting such quali-
fications as the Secretary may establish for
the direction, supervision, and performance
of examinations and procedures within the
laboratory, which qualifications shall take
into consideration competency, training, ex-
perience, job performance, and education
and which qualifications shall, as appro-
priate, be different on the basis of the type
of examinations and procedures being per-
formed by the laboratory and the risks and
consequences of erroneous results associated
with such examinations and procedures,

(D) to qualify under a proficiency testing
program meeting the standards established
by the Secretary under paragraph (3), and

(E) to meet such other requirements as the
Secretary determines necessary to assure
consistent performance by such laboratories
of accurate and reliable laboratory examina-
tions and procedures.

(2) Considerations

In developing the standards to be issued
under paragraph (1), the Secretary shall, with-
in the flexibility provided under subpara-
graphs (A) through (E) of paragraph (1), take
into consideration—

(A) the examinations and procedures per-
formed and the methodologies employed,

(B) the degree of independent judgment in-
volved,

(C) the amount of interpretation involved,

(D) the difficulty of the calculations in-
volved,

(E) the calibration and quality control re-
quirements of the instruments used,

(F) the type of training required to operate
the instruments used in the methodology,
and

(G) such other factors as the Secretary
considers relevant.

(3) Proficiency testing program
(A) In general

The Secretary shall establish standards for
the proficiency testing programs for labora-

(3) Omitted tories issued a certificate under this section
which are conducted by the Secretary, con-
(£ Standards ducted by an organization approved under

(1) In general subparagraph (C), or conducted by an ap-

The Secretary shall issue standards to as- proved accrediting body. The standards shall
sure consistent performance by laboratories require that a laboratory issued a certificate
issued a certificate under this section of valid under this section be tested for each exam-
and reliable laboratory examinations and ination and procedure conducted within a
other procedures. Such standards shall require category of examinations or procedures for
each laboratory issued a certificate under this which it has received a certificate, except
section— for examinations and procedures for which

(A) to maintain a quality assurance and the Secretary has determined that a pro-

quality control program adequate and appro- ficiency test cannot reasonably be devel-
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oped. The testing shall be conducted on a
quarterly basis, except where the Secretary
determines for technical and scientific rea-
sons that a particular examination or proce-
dure may be tested less frequently (but not
less often than twice per year).

(B) Criteria

The standards established under subpara-
graph (A) shall include uniform criteria for
acceptable performance under a proficiency
testing program, based on the available
technology and the clinical relevance of the
laboratory examination or other procedure
subject to such program. The criteria shall
be established for all examinations and pro-
cedures and shall be uniform for each exam-
ination and procedure. The standards shall
also include a system for grading proficiency
testing performance to determine whether a
laboratory has performed acceptably for a
particular quarter and acceptably for a par-
ticular examination or procedure or cat-
egory of examination or procedure over a pe-
riod of successive quarters.

(C) Approved proficiency testing programs

For the purpose of administering pro-
ficiency testing programs which meet the
standards established under subparagraph
(A), the Secretary shall approve a pro-
ficiency testing program offered by a private
nonprofit organization or a State if the pro-
gram meets the standards established under
subparagraph (A) and the organization or
State provides technical assistance to lab-
oratories seeking to qualify under the pro-
gram. The Secretary shall evaluate each
program approved under this subparagraph
annually to determine if the program con-
tinues to meet the standards established
under subparagraph (A) and shall withdraw
the approval of any program that no longer
meets such standards.

(D) Onsite testing

The Secretary shall perform, or shall di-
rect a program approved under subparagraph
(C) to perform, onsite proficiency testing to
assure compliance with the requirements of
subsection (d)(b) of this section. The Sec-
retary shall perform, on an onsite or other
basis, proficiency testing to evaluate the
performance of a proficiency testing pro-
gram approved under subparagraph (C) and
to assure quality performance by a labora-
tory.

(E) Training, technical assistance, and en-
hanced proficiency testing

The Secretary may, in lieu of or in addi-
tion to actions authorized under subsection
(h), (1), or (j) of this section, require any lab-
oratory which fails to perform acceptably on
an individual examination and procedure or
a category of examination and procedures—

(i) to undertake training and to obtain
the necessary technical assistance to meet
the requirements of the proficency? test-
ing program,

280 in original. Probably should be ‘‘proficiency’.
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(ii) to enroll in a program of enhanced
proficiency testing, or
(iii) to undertake any combination of the
training, technical assistance, or testing
described in clauses (i) and (ii).
(F) Testing results

The Secretary shall establish a system to
make the results of the proficiency testing
programs subject to the standards estab-
lished by the Secretary under subparagraph
(A) available, on a reasonable basis, upon re-
quest of any person. The Secretary shall in-
clude with results made available under this
subparagraph such explanatory information
as may be appropriate to assist in the inter-
pretation of such results.

(4) National standards for quality assurance in

cytology services
(A) Establishment

The Secretary shall establish national
standards for quality assurance in cytology
services designed to assure consistent per-
formance by laboratories of valid and reli-
able cytological services.

(B) Standards

The standards established under subpara-
graph (A) shall include—

(i) the maximum number of cytology
slides that any individual may screen in a
24-hour period,

(ii) requirements that a clinical labora-
tory maintain a record of (I) the number of
cytology slides screened during each 24-
hour period by each individual who exam-
ines cytology slides for the laboratory, and
(IT) the number of hours devoted during
each 24-hour period to screening cytology
slides by such individual,

(iii) criteria for requiring rescreening of
cytological preparations, such as (I) ran-
dom rescreening of cytology specimens de-
termined to be in the benign category, (II)
focused rescreening of such preparations in
high risk groups, and (III) for each abnor-
mal cytological result, rescreening of all
prior cytological specimens for the pa-
tient, if available,

(iv) periodic confirmation and evaluation
of the proficiency of individuals involved
in screening or interpreting cytological
preparations, including announced and un-
announced on-site proficiency testing of
such individuals, with such testing to take
place, to the extent practicable, under nor-
mal working conditions,

(v) procedures for detecting inadequately
prepared slides, for assuring that no cyto-
logical diagnosis is rendered on such
slides, and for notifying referring physi-
cians of such slides,

(vi) requirements that all cytological
screening be done on the premises of a lab-
oratory that is certified under this section,

(vii) requirements for the retention of
cytology slides by laboratories for such pe-
riods of time as the Secretary considers
appropriate, and

(viii) standards requiring periodic in-
spection of cytology services by persons
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capable of evaluating the quality of cytol-
ogy services.

(g) Inspections
(1) In general

The Secretary may, on an announced or un-
announced basis, enter and inspect, during
regular hours of operation, laboratories which
have been issued a certificate under this sec-
tion. In conducting such inspections the Sec-
retary shall have access to all facilities, equip-
ment, materials, records, and information
that the Secretary determines have a bearing
on whether the laboratory is being operated in
accordance with this section. As part of such
an inspection the Secretary may copy any
such material or require to it3 be submitted to
the Secretary. An inspection under this para-
graph may be made only upon presenting iden-
tification to the owner, operator, or agent in
charge of the laboratory being inspected.

(2) Compliance with requirements and stand-
ards

The Secretary shall conduct inspections of
laboratories under paragraph (1) to determine
their compliance with the requirements of
subsection (d) of this section and the stand-
ards issued under subsection (f) of this section.
Inspections of laboratories not accredited
under subsection (e) of this section shall be
conducted on a biennial basis or with such
other frequency as the Secretary determines
to be necessary to assure compliance with
such requirements and standards. Inspections
of laboratories accredited under subsection (e)
of this section shall be conducted on such
basis as the Secretary determines is necessary
to assure compliance with such requirements
and standards.

(h) Intermediate sanctions
(1) In general

If the Secretary determines that a labora-
tory which has been issued a certificate under
this section no longer substantially meets the
requirements for the issuance of a certificate,
the Secretary may impose intermediate sanc-
tions in lieu of the actions authorized by sub-
section (i) of this section.

(2) Types of sanctions

The intermediate sanctions which may be
imposed under paragraph (1) shall consist of—

(A) directed plans of correction,

(B) civil money penalties in an amount not
to exceed $10,000 for each violation listed in
subsection (i)(1) of this section or for each
day of substantial noncompliance with the
requirements of this section,

(C) payment for the costs of onsite mon-
itoring, or

(D) any combination of the actions de-
scribed in subparagraphs (A), (B), and (C).

(3) Procedures

The Secretary shall develop and implement
procedures with respect to when and how each
of the intermediate sanctions is to be imposed
under paragraph (1). Such procedures shall
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provide for notice to the laboratory and a rea-
sonable opportunity to respond to the pro-
posed sanction and appropriate procedures for
appealing determinations relating to the im-
position of intermediate sanctions?

(i) Suspension, revocation, and limitation

(1) In general

Except as provided in paragraph (2), the cer-
tificate of a laboratory issued under this sec-
tion may be suspended, revoked, or limited if
the Secretary finds, after reasonable notice
and opportunity for hearing to the owner or
operator of the laboratory, that such owner or
operator or any employee of the laboratory—

(A) has been guilty of misrepresentation in
obtaining the certificate,

(B) has performed or represented the lab-
oratory as entitled to perform a laboratory
examination or other procedure which is not
within a category of laboratory examina-
tions or other procedures authorized in the
certificate,

(C) has failed to comply with the require-
ments of subsection (d) of this section or the
standards prescribed by the Secretary under
subsection (f) of this section,

(D) has failed to comply with reasonable
requests of the Secretary for—

(i) any information or materials, or
(ii) work on materials,

that the Secretary concludes is necessary to
determine the laboratory’s continued eligi-
bility for its certificate or continued compli-
ance with the Secretary’s standards under
subsection (f) of this section,

(E) has refused a reasonable request of the
Secretary, or any Federal officer or em-
ployee duly designated by the Secretary, for
permission to inspect the laboratory and its
operations and pertinent records during the
hours the laboratory is in operation,

(F') has violated or aided and abetted in
the violation of any provisions of this sec-
tion or of any regulation promulgated there-
under, or

(G) has not complied with an intermediate
sanction imposed under subsection (h) of
this section.

(2) Action before a hearing

If the Secretary determines that—

(A) the failure of a laboratory to comply
with the standards of the Secretary under
subsection (f) of this section presents an im-
minent and serious risk to human health, or

(B) a laboratory has engaged in an action
described in subparagraph (D) or (E) of para-
graph (1),

the Secretary may suspend or limit the cer-
tificate of the laboratory before holding a
hearing under paragraph (1) regarding such
failure or refusal. The opportunity for a hear-
ing shall be provided no later than 60 days
from the effective date of the suspension or
limitation. A suspension or limitation under
this paragraph shall stay in effect until the
decision of the Secretary made after the hear-
ing under paragraph (1).

480 in original. Probably should be followed by a period.
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(3) Ineligibility to own or operate laboratories
after revocation

No person who has owned or operated a lab-
oratory which has had its certificate revoked
may, within 2 years of the revocation of the
certificate, own or operate a laboratory for
which a certificate has been issued under this
section. The certificate of a laboratory which
has been excluded from participation under
the medicare program under title XVIII of the
Social Security Act [42 U.S.C. 1395 et seq.] be-
cause of actions relating to the quality of the
laboratory shall be suspended for the period
the laboratory is so excluded.

(4) Improper referrals

Any laboratory that the Secretary deter-
mines intentionally refers its proficiency test-
ing samples to another laboratory for analysis
shall have its certificate revoked for at least
one year and shall be subject to appropriate
fines and penalties as provided for in sub-
section (h) of this section.

() Injunctions

Whenever the Secretary has reason to believe
that continuation of any activity by a labora-
tory would constitute a significant hazard to the
public health the Secretary may bring suit in
the district court of the United States for the
district in which such laboratory is situated to
enjoin continuation of such activity. Upon prop-
er showing, a temporary injunction or restrain-
ing order against continuation of such activity
pending issuance of a final order under this sub-
section shall be granted without bond by such
court.

(k) Judicial review
(1) Petition

Any laboratory which has had an intermedi-
ate sanction imposed under subsection (h) of
this section or has had its certificate sus-
pended, revoked, or limited under subsection
(i) of this section may, at any time within 60
days after the date the action of the Secretary
under subsection (i) or (h) of this section be-
comes final, file a petition with the United
States court of appeals for the circuit wherein
the laboratory has its principal place of busi-
ness for judicial review of such action. As soon
as practicable after receipt of the petition, the
clerk of the court shall transmit a copy of the
petition to the Secretary or other officer des-
ignated by the Secretary for that purpose. As
soon as practicable after receipt of the copy,
the Secretary shall file in the court the record
on which the action of the Secretary is based,
as provided in section 2112 of title 28.

(2) Additional evidence

If the petitioner applies to the court for
leave to adduce additional evidence, and shows
to the satisfaction of the court that such addi-
tional evidence is material and that there
were reasonable grounds for the failure to ad-
duce such evidence in the proceeding before
the Secretary, the court may order such addi-
tional evidence (and evidence in rebuttal of
such additional evidence) to be taken before
the Secretary, and to be adduced upon the
hearing in such manner and upon such terms
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and conditions as the court may deem proper.
The Secretary may modify the findings of the
Secretary as to the facts, or make new find-
ings, by reason of the additional evidence so
taken, and the Secretary shall file such modi-
fied or new findings, and the recommendations
of the Secretary, if any, for the modification
or setting aside of his original action, with the
return of such additional evidence.

(3) Judgment of court

Upon the filing of the petition referred to in
paragraph (1), the court shall have jurisdiction
to affirm the action, or to set it aside in whole
or in part, temporarily or permanently. The
findings of the Secretary as to the facts, if
supported by substantial evidence, shall be
conclusive.

(4) Finality of judgment

The judgment of the court affirming or set-
ting aside, in whole or in part, any such action
of the Secretary shall be final, subject to re-
view by the Supreme Court of the United
States upon certiorari or certification as pro-
vided in section 1254 of title 28.

(1) Sanctions

Any person who intentionally violates any re-
quirement of this section or any regulation pro-
mulgated thereunder shall be imprisoned for not
more than one year or fined under title 18, or
both, except that if the conviction is for a sec-
ond or subsequent violation of such a require-
ment such person shall be imprisoned for not
more than 3 years or fined in accordance with
title 18, or both.

(m) Fees
(1) Certificate fees

The Secretary shall require payment of fees
for the issuance and renewal of certificates,
except that the Secretary shall only require a
nominal fee for the issuance and renewal of
certificates of waiver.

(2) Additional fees

The Secretary shall require the payment of
fees for inspections of laboratories which are
not accredited and for the cost of performing
proficiency testing on laboratories which do
not participate in proficiency testing pro-
grams approved under subsection (£)(3)(C) of
this section.

(3) Criteria

(A) Fees under paragraph (1)

Fees imposed under paragraph (1) shall be
sufficient to cover the general costs of ad-
ministering this section, including evaluat-
ing and monitoring proficiency testing pro-
grams approved under subsection (f) of this
section and accrediting bodies and imple-
menting and monitoring compliance with
the requirements of this section.

(B) Fees under paragraph (2)

Fees imposed under paragraph (2) shall be
sufficient to cover the cost of the Secretary
in carrying out the inspections and pro-
ficiency testing described in paragraph (2).
(C) Fees imposed under paragraphs (1) and

2)

Fees imposed under paragraphs (1) and (2)

shall vary by group or classification of lab-
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oratory, based on such considerations as the
Secretary determines are relevant, which
may include the dollar volume and scope of
the testing being performed by the labora-
tories.

(n) Information

On April 1, 1990 and annually thereafter, the
Secretary shall compile and make available to
physicians and the general public information,
based on the previous calendar year, which the
Secretary determines is useful in evaluating the
performance of a laboratory, including—

(1) a list of laboratories which have been
convicted under Federal or State laws relating
to fraud and abuse, false billings, or Kick-
backs,

(2) a list of laboratories—

(A) which have had their certificates re-
voked, suspended, or limited under sub-
section (i) of this section, or

(B) which have been the subject of a sanc-
tion under subsection (I) of this section,

together with a statement of the reasons for
the revocation, suspension, limitation, or
sanction,

(3) a list of laboratories subject to inter-
mediate sanctions under subsection (h) of this
section together with a statement of the rea-
sons for the sanctions,

(4) a list of laboratories whose accreditation
has been withdrawn or revoked together with
a statement of the reasons for the withdrawal
or revocation,

(5) a list of laboratories against which the
Secretary has taken action under subsection
(j) of this section together with a statement of
the reasons for such action, and

(6) a list of laboratories which have been ex-
cluded from participation under title XVIII or
XIX of the Social Security Act [42 U.S.C. 1395
et seq., 1396 et seq.].

The information to be compiled under para-
graphs (1) through (6) shall be information for
the calendar year preceding the date the infor-
mation is to be made available to the public and
shall be accompanied by such explanatory infor-
mation as may be appropriate to assist in the
interpretation of the information compiled
under such paragraphs.

(0) Delegation

In carrying out this section, the Secretary
may, pursuant to agreement, use the services or
facilities of any Federal or State or local public
agency or nonprofit private organization, and
may pay therefor in advance or by way of reim-
bursement, and in such installments, as the Sec-
retary may determine.

(p) State laws

(1) Except as provided in paragraph (2), noth-
ing in this section shall be construed as affect-
ing the power of any State to enact and enforce
laws relating to the matters covered by this sec-
tion to the extent that such laws are not incon-
sistent with this section or with the regulations
issued under this section.

(2) If a State enacts laws relating to matters
covered by this section which provide for re-
quirements equal to or more stringent than the
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requirements of this section or than the regula-
tions issued under this section, the Secretary
may exempt clinical laboratories in that State
from compliance with this section.

(q) Consultations

In carrying out this section, the Secretary
shall consult with appropriate private organiza-
tions and public agencies.

(July 1, 1944, ch. 373, title III, §353, as added Pub.
L. 90-174, §5(a), Dec. 5, 1967, 81 Stat. 536; amended
Pub. L. 100-578, §2, Oct. 31, 1988, 102 Stat. 2903;
Pub. L. 105-115, title I, §123(h), Nov. 21, 1997, 111
Stat. 2324.)

REFERENCES IN TEXT

The Social Security Act, referred to in subsecs. (i)(3)
and (n)(6), is act Aug. 14, 1935, ch. 531, 49 Stat. 620, as
amended. Titles XVIII and XIX of the Social Security
Act are classified generally to subchapters XVIII (§1395
et seq.) and XIX (§1396 et seq.), respectively, of chapter
7 of this title. For complete classification of this Act to
the Code, see section 1305 of this title and Tables.

CODIFICATION

Subsec. (e)(3) of this section, which required the Sec-
retary to annually prepare and submit to certain com-
mittees of Congress a report describing the results of
the evaluation conducted under subsec. (€)(2)(D) of this
section, 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 Finance.
See, also, page 96 of House Document No. 103-7.

AMENDMENTS

1997—Subsec. (d)(3). Pub. L. 105-115 amended heading
and text of par. (3) generally. Prior to amendment, text
read as follows: ‘“‘The examinations and procedures
identified in paragraph (2) are simple laboratory exami-
nations and procedures which, as determined by the
Secretary, have an insignificant risk of an erroneous
result, including those which—

““(A) have been approved by the Food and Drug Ad-
ministration for home use,

‘“(B) employ methodologies that are so simple and
accurate as to render the likelihood of erroneous re-
sults negligible, or

‘“(C) the Secretary has determined pose no reason-
able risk of harm to the patient if performed incor-
rectly.”
1988—Pub. L. 100-578 substituted ‘‘Certification of lab-

oratories” for ‘‘Licensing of laboratories’ in section
catchline, and amended text generally, revising and re-
stating as subsecs. (a) to (q) provisions of former sub-
secs. (a) to ().

EFFECTIVE DATE OF 1997 AMENDMENT

Amendment by Pub. L. 105-115 effective 90 days after
Nov. 21, 1997, except as otherwise provided, see section
501 of Pub. L. 105-115, set out as a note under section 321
of Title 21, Food and Drugs.

EFFECTIVE DATE OF 1988 AMENDMENT; EXCEPTIONS;
CONTINUING APPLICABILITY

Section 3 of Pub. L. 100-578 provided that: ‘‘Sub-
sections (g)(1), (h), (1), (i), (k), (1), and (m) of section 353
of the Public Health Service Act [this section], as
amended by section 101 [probably means section 2 of
Pub. L. 100-578], shall take effect January 1, 1989, ex-
cept that any reference in such subsections to the
standards established under subsection (f) shall be con-
sidered a reference to the standards established under
subsection (d) of such section 353, as in effect on De-
cember 31, 1988. During the period beginning January 1,
1989, and ending December 31, 1989, subsections (a)
through (d) and subsection (i) through (I) of such sec-
tion 353 as in effect on December 31, 1988, shall continue
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to apply to clinical laboratories. The remaining sub-
sections of such section 353, as so amended, shall take
effect January 1, 1990, except that subsections (f)(1)(C)
and (g)(2) shall take effect July 1, 1991, with respect to
laboratories which were not subject to the require-
ments of such section 353 as in effect on December 31,
1988.”

EFFECTIVE DATE

Section 5(b) of Pub. L. 90-174 provided that: ‘‘The
amendment made by subsection (a) [enacting this sec-
tion] shall become effective on the first day of the thir-
teenth month after the month [December 1967] in which
it is enacted, except that the Secretary of Health, Edu-
cation, and Welfare may postpone such effective date
for such additional period as he finds necessary, but not
beyond the first day of the 19th month after such
month [December 1967] in which the amendment is en-
acted.”

STUDIES

Section 4 of Pub. L. 100-578 directed Secretary to con-
duct studies and submit report to Congress, not later
than May 1, 1990, relating to the reliability and quality
control procedures of clinical laboratory testing pro-
grams and the effect of errors in the testing procedures
and results on the diagnosis and treatment of patients.

§263a-1. Assisted reproductive technology pro-
grams

(a) In general

Effective 2 years after October 24, 1992, each
assisted reproductive technology (as defined in
section 263a—T71 of this title) program shall annu-
ally report to the Secretary through the Centers
for Disease Control—

(1) pregnancy success rates achieved by such
program through each assisted reproductive
technology, and

(2) the identity of each embryo laboratory
(as defined in section 263a-71 of this title) used
by such program and whether the laboratory
is certified under section 263a—2 of this title or
has applied for such certification.

(b) Pregnancy success rates
(1) In general

For purposes of subsection (a)(1) of this sec-
tion, the Secretary shall, in consultation with
the organizations referenced in subsection (c)
of this section, define pregnancy success rates
and shall make public any proposed definition
in such manner as to facilitate comment from
any person (including any Federal or other
public agency) during its development.

(2) Definition

In developing the definition of pregnancy
success rates, the Secretary shall take into ac-
count the effect on success rates of age, diag-
nosis, and other significant factors and shall
include in such rates—

(A) the basic live birth rate calculated for
each assisted reproductive technology per-
formed by an assisted reproductive tech-
nology program by dividing the number of
pregnancies which result in live births by
the number of ovarian stimulation proce-
dures attempted by such program, and

(B) the live birth rate per successful oo-
cyte retrieval procedure calculated for each

1See References in Text note below.
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assisted reproductive technology performed
by an assisted reproductive technology pro-
gram by dividing the number of pregnancies
which result in live births by the number of
successful oocyte retrieval procedures per-
formed by such program.

(c) Consultation

In developing the definition under subsection
(b) of this section, the Secretary shall consult
with appropriate consumer and professional or-
ganizations with expertise in using, providing,
and evaluating professional services and embryo
laboratories associated with assisted reproduc-
tive technologies.

(Pub. L. 102493, §2, Oct. 24, 1992, 106 Stat. 3146.)
REFERENCES IN TEXT

Section 263a-7 of this title, referred to in subsec. (a),
was in the original ‘‘section 7’ meaning section 7 of
Pub. L. 102493, which was translated as reading section
8 to reflect the probable intent of Congress, because
definitions are contained in section 8 instead of section
7.

CODIFICATION

Section was enacted as part of the Fertility Clinic
Success Rate and Certification Act of 1992, and not as
part of the Public Health Service Act which comprises
this chapter.

CHANGE OF NAME

Centers for Disease Control changed to Centers for
Disease Control and Prevention by Pub. L. 102-531, title
II1, §312, Oct. 27, 1992, 106 Stat. 3504.

EFFECTIVE DATE

Section 9 of Pub. L. 102-493 provided that: ‘“This Act
[enacting this section, sections 263a-2 to 263a-7 of this
title, and provisions set out as a note under section 201
of this title] shall take effect upon the expiration of 2
years after the date of the enactment of this Act [Oct.
24, 1992].”

§ 263a-2. Certification of embryo laboratories

(a) In general
(1) Development

Not later than 2 years after October 24, 1992,
the Secretary, through the Centers for Disease
Control, shall develop a model program for the
certification of embryo laboratories (referred
to in this section as a ‘‘certification pro-
gram’’) to be carried out by the States.

(2) Consultation

In developing the certification program
under paragraph (1), the Secretary shall con-
sult with appropriate consumer and profes-
sional organizations with expertise in using,
providing, and evaluating professional services
and embryo laboratories associated with the
assisted reproductive technology programs.

(b) Distribution

The Secretary shall distribute a description of
the certification program to—

(1) the Governor of each State,

(2) the presiding officers of each State legis-
lature,

(3) the public health official of each State,
and

(4) the official responsible in each State for
the operation of the State’s contract with the
Secretary under section 1395aa of this title,
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