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‘(5) Before 1983, some 38 orphan drugs had been de-
veloped. Since the enactment of the Orphan Drug Act
[Jan. 4, 1983], more than 220 new orphan drugs have
been approved and marketed in the United States and
more than 800 additional drugs are in the research
pipeline.

‘(6) Despite the tremendous success of the Orphan
Drug Act, rare diseases and disorders deserve greater
emphasis in the national biomedical research enter-
prise.

‘“(7) The Food and Drug Administration supports
small clinical trials through Orphan Products Re-
search Grants. Such grants embody successful part-
nerships of government and industry, and have led to
the development of at least 23 drugs and four medical
devices for rare diseases and disorders. Yet the appro-
priations in fiscal year 2001 for such grants were less
than in fiscal year 1995.

‘“(b) PURPOSES.—The purpose of this Act [see Short
Title of 2002 Amendments note set out under section 301
of this title] is to increase the national investment in
the development of diagnostics and treatments for pa-
tients with rare diseases and disorders.”

PART C—ELECTRONIC PRODUCT RADIATION
CONTROL

CODIFICATION

This part was classified to subpart 3 (§263c et seq.) of
part F of subchapter II of chapter 6A of Title 42, The
Public Health and Welfare, prior to its renumbering by
Pub. L. 101-629, §19(a)(4), Nov. 28, 1990, 104 Stat. 4530, as
amended by Pub. L. 103-80, §4(a)(2), Aug. 13, 1993, 107
Stat. 779.

§ 360hh. Definitions

As used in this part—
(1) the term ‘‘electronic product radiation”
means—
(A) any ionizing or non-ionizing electro-
magnetic or particulate radiation, or
(B) any sonic, infrasonic, or ultrasonic
wave, which is emitted from an electronic
product as the result of the operation of an
electronic circuit in such product;

(2) the term ‘‘electronic product’” means (A)
any manufactured or assembled product
which, when in operation, (i) contains or acts
as part of an electronic circuit and (ii) emits
(or in the absence of effective shielding or
other controls would emit) electronic product
radiation, or (B) any manufactured or assem-
bled article which is intended for use as a com-
ponent, part, or accessory of a product de-
scribed in clause (A) and which when in oper-
ation emits (or in the absence of effective
shielding or other controls would emit) such
radiation;

(3) the term ‘“‘manufacturer’” means any per-
son engaged in the business of manufacturing,
assembling, or importing of electronic prod-
ucts;

(4) the term ‘‘commerce” means (A) com-
merce between any place in any State and any
place outside thereof; and (B) commerce whol-
ly within the District of Columbia; and

(b) the term ‘‘State’ includes the District of
Columbia, the Commonwealth of Puerto Rico,
the Northern Mariana Islands, the Virgin Is-
lands, Guam, and American Samoa.

(June 25, 1938, ch. 675, §531, formerly act July 1,

1944, ch. 373, title III, §531, formerly §355, as
added Pub. L. 90-602, §2(3), Oct. 18, 1968, 82 Stat.
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1174; amended Pub. L. 94-484, title IX, §905(b)(1),
Oct. 12, 1976, 90 Stat. 2325; renumbered §531 and
amended Pub. L. 101-629, §19(a)(1)(B), (3), (4),
Nov. 28, 1990, 104 Stat. 4529, 4530; Pub. L. 103-80,
§4(a)(2), Aug. 13, 1993, 107 Stat. 779.)

CODIFICATION

Section was classified to section 263c of Title 42, The
Public Health and Welfare, prior to renumbering by
Pub. L. 101-629.

AMENDMENTS

1993—Pub. L. 103-80 amended directory language of
Pub. L. 101-629, §19(a)(4), which renumbered section 263c
of Title 42, The Public Health and Welfare, as this sec-
tion.

1990—Pub. L. 101-629, §19(a)(1)(B), substituted ‘‘this
part” for ‘‘this subpart’ in introductory provisions.

1976—Par. (5). Pub. L. 94-484 defined ‘‘State” to in-
clude Northern Mariana Islands.

SHORT TITLE

For short title of Pub. L. 90-602, which enacted provi-
sions now comprising this part (§§360hh to 360ss), as the
‘“‘Radiation Control for Health and Safety Act of 1968,
see section 1 of Pub. L. 90-602, set out as a Short Title
of 1968 Amendments note under section 301 of this title.

TRANSFER OF SUBPART; CONSTRUCTION

Section 19(c) of Pub. L. 101-629 provided that: ‘“The
transfer of subpart 3 of part F of title III of the Public
Health Service Act [42 U.S.C. 263b et seq.] to the Fed-
eral Food, Drug, and Cosmetic Act [this chapter] does
not change the application of the requirements of such
subpart and such Act to electronic products which were
in effect on the date of the enactment of this Act [Nov.
28, 1990].”

DEFINITION OF ‘‘SECRETARY’’ AND “DEPARTMENT”’

Section 3 of Pub. L. 90-602, as amended Pub. L. 96-88,
title V, §509(b), Oct. 17, 1979, 93 Stat. 695, provided that:
‘“‘As used in the amendments made by section 2 of this
Act [enacting provisions now comprising sections 360hh
to 360ss of this title], except when otherwise specified,
the term ‘Secretary’ means the Secretary of Health and
Human Services, and the term ‘Department’ means the
Department of Health and Human Services.”’

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES

Section 4 of Pub. L. 90-602 provided that: ‘‘The
amendments made by section 2 of this Act [enacting
provisions now comprising sections 360hh to 360ss of
this title] shall not be construed as superseding or lim-
iting the functions, under any other provision of law, of
any officer or agency of the United States.”

§ 360ii. Program of control
(a) Establishment

The Secretary shall establish and carry out an
electronic product radiation control program de-
signed to protect the public health and safety
from electronic product radiation. As a part of
such program, he shall—

(1) pursuant to section 360kk of this title, de-
velop and administer performance standards
for electronic products;

(2) plan, conduct, coordinate, and support re-
search, development, training, and operational
activities to minimize the emissions of and
the exposure of people to, unnecessary elec-
tronic product radiation;

(3) maintain liaison with and receive infor-
mation from other Federal and State depart-
ments and agencies with related interests,
professional organizations, industry, industry



§ 360jj

and labor associations, and other organiza-
tions on present and future potential elec-
tronic product radiation;

(4) study and evaluate emissions of, and con-
ditions of exposure to, electronic product radi-
ation and intense magnetic fields;

(5) develop, test, and evaluate the effective-
ness of procedures and techniques for minimiz-
ing exposure to electronic product radiation;
and

(6) consult and maintain liaison with the
Secretary of Commerce, the Secretary of De-
fense, the Secretary of Labor, the Atomic En-
ergy Commission, and other appropriate Fed-
eral departments and agencies on (A) tech-
niques, equipment, and programs for testing
and evaluating electronic product radiation,
and (B) the development of performance stand-
ards pursuant to section 360kk of this title to
control such radiation emissions.

(b) Powers of Secretary

In carrying out the purposes of subsection (a)
of this section, the Secretary is authorized to—
(1)(A) collect and make available, through
publications and other appropriate means, the
results of, and other information concerning,
research and studies relating to the nature
and extent of the hazards and control of elec-
tronic product radiation; and (B) make such
recommendations relating to such hazards and
control as he considers appropriate;

(2) make grants to public and private agen-
cies, organizations, and institutions, and to in-
dividuals for the purposes stated in paragraphs
(2), (4), and (b) of subsection (a) of this section;

(3) contract with public or private agencies,
institutions, and organizations, and with indi-
viduals, without regard to section 3324 of title
31 and section 6101 of title 41; and

(4) procure (by negotiation or otherwise)
electronic products for research and testing
purposes, and sell or otherwise dispose of such
products.

(c) Record keeping

(1) Bach recipient of assistance under this part
pursuant to grants or contracts entered into
under other than competitive bidding proce-
dures shall keep such records as the Secretary
shall prescribe, including records which fully
disclose the amount and disposition by such re-
cipient of the proceeds of such assistance, the
total cost of the project or undertaking in con-
nection with which such assistance is given or
used, and the amount of that portion of the cost
of the project or undertaking supplied by other
sources, and such other records as will facilitate
an effective audit.

(2) The Secretary and the Comptroller General
of the United States, or any of their duly au-
thorized representatives, shall have access for
the purpose of audit and examination to any
books, documents, papers, and records of the re-
cipients that are pertinent to the grants or con-
tracts entered into under this part under other
than competitive bidding procedures.

(June 25, 1938, ch. 675, §532, formerly act July 1,
1944, ch. 373, title III, §532, formerly §356, as
added Pub. L. 90-602, §2(3), Oct. 18, 1968, 82 Stat.
1174; renumbered §532 and amended Pub. L.
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101-629, §19(a)(1)(B), (2)(A), (3), (4), Nov. 28, 1990,
104 Stat. 4529, 4530; Pub. L. 103-80, §4(a)(2), Aug.
13, 1993, 107 Stat. 779.)

CODIFICATION

In subsec. (b)(3), ‘‘section 6101 of title 41" substituted
for ‘“‘section 3709 of the Revised Statutes of the United
States (41 U.S.C. 5)” on authority of Pub. L. 111-350,
§6(c), Jan. 4, 2011, 124 Stat. 3854, which Act enacted
Title 41, Public Contracts.

Section was classified to section 263d of Title 42, The
Public Health and Welfare, prior to renumbering by
Pub. L. 101-629.

AMENDMENTS

1993—Pub. L. 103-80 amended directory language of
Pub. L. 101-629, §19(a)(4), which renumbered section
263d of Title 42, The Public Health and Welfare, as this
section.

1990—Subsec. (a)(1), (6). Pub. L. 101-629, §19(a)(2)(A)(),
substituted ‘‘section 360kk’’ for ‘‘section 263f”.

Subsec. (b)(3). Pub. L. 101-629, §19(a)(2)(A)(ii), sub-
stituted reference to section 3324 of title 31 for ref-
erence to section 3648 of the Revised Statutes (31 U.S.C.
529).

Subsec. (c)(1), (2). Pub. L. 101-629, §19(a)(1)(B), sub-
stituted ‘‘this part’ for ‘‘this subpart’.

TRANSFER OF FUNCTIONS

Atomic Energy Commission abolished and functions
transferred by sections 5814 and 5841 of Title 42, The
Public Health and Welfare. See also Transfer of Func-
tions notes set out under those sections.

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES

Enactment of this section not to be construed to su-
persede or limit the functions under any other provi-
sion of law or any officer or agency of the United
States, see section 4 of Pub. L. 90-602, set out as a note
under section 360hh of this title.

§360jj. Studies by Secretary
(a) Report to Congress

The Secretary shall conduct the following
studies, and shall make a report or reports of
the results of such studies to the Congress on or
before January 1, 1970, and from time to time
thereafter as he may find necessary, together
with such recommendations for legislation as he
may deem appropriate:

(1) A study of present State and Federal con-
trol of health hazards from electronic product
radiation and other types of ionizing radiation,
which study shall include, but not be limited
to—

(A) control of health hazards from radio-
active materials other than materials regu-
lated under the Atomic Energy Act of 1954 [42
U.S.C. 2011 et seq.];

(B) any gaps and inconsistencies in present
controls;

(C) the need for controlling the sale of cer-
tain used electronic products, particularly an-
tiquated X-ray equipment, without upgrading
such products to meet the standards for new
products or separate standards for used prod-
ucts;

(D) measures to assure consistent and effec-
tive control of the aforementioned health haz-
ards;

(E) measures to strengthen radiological
health programs of State governments; and

(F) the feasibility of authorizing the Sec-
retary to enter into arrangements with indi-
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vidual States or groups of States to define
their respective functions and responsibilities
for the control of electronic product radiation
and other ionizing radiation;

(2) A study to determine the necessity for the
development of standards for the use of non-
medical electronic products for commercial and
industrial purposes; and

(3) A study of the development of practicable
procedures for the detection and measurement
of electronic product radiation which may be
emitted from electronic products manufactured
or imported prior to the effective date of any ap-
plicable standard established pursuant to this
part.

(b) Participation of other Federal agencies

In carrying out these studies, the Secretary
shall invite the participation of other Federal
departments and agencies having related respon-
sibilities and interests, State governments—par-
ticularly those of States which regulate radio-
active materials under section 274 of the Atomic
Energy Act of 1954, as amended [42 U.S.C. 2021],
and interested professional, labor, and industrial
organizations. Upon request from congressional
committees interested in these studies, the Sec-
retary shall keep these committees currently in-
formed as to the progress of the studies and
shall permit the committees to send observers
to meetings of the study groups.

(e) Organization of studies and participation

The Secretary or his designee shall organize
the studies and the participation of the invited
participants as he deems best. Any dissent from
the findings and recommendations of the Sec-
retary shall be included in the report if so re-
quested by the dissenter.

(June 25, 1938, ch. 675, §533, formerly act July 1,
1944, ch. 373, title III, §533, formerly §357, as
added Pub. L. 90-602, §2(3), Oct. 18, 1968, 82 Stat.
1176; renumbered §533 and amended Pub. L.
101-629, §19(a)(1)(B), (3), (4), Nov. 28, 1990, 104
Stat. 4529, 4530; Pub. L. 103-80, §4(a)(2), Aug. 13,
1993, 107 Stat. 779.)

REFERENCES IN TEXT

The Atomic Energy Act of 1954, referred to in subsec.
(a)(1)(A), is act Aug. 1, 1946, ch. 724, as added by act
Aug. 30, 1954, ch. 1073, §1, 68 Stat. 921, and amended,
which is classified generally to chapter 23 (§2011 et seq.)
of Title 42, The Public Health and Welfare. For com-
plete classification of this Act to the Code, see Short
Title note set out under section 2011 of Title 42 and
Tables.

CODIFICATION

Section was classified to section 263e of Title 42, The
Public Health and Welfare, prior to renumbering by
Pub. L. 101-629.

AMENDMENTS

1993—Pub. L. 103-80 amended directory language of
Pub. L. 101-629, §19(a)(4), which renumbered section 263e
of Title 42, The Public Health and Welfare, as this sec-
tion.

1990—Subsec. (a)(3). Pub. L. 101-629, §19(a)(1)(B), sub-
stituted ‘‘this part’ for ‘‘this subpart’.

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES

Enactment of this section not to be construed to su-
persede or limit the functions under any other provi-

TITLE 21—FOOD AND DRUGS

§ 360kk

sion of law of any officer or agency of the United
States, see section 4 of Pub. L. 90-602, set out as a note
under section 360hh of this title.

§360kk. Performance standards for electronic
products

(a) Promulgation of regulations

(1) The Secretary shall by regulation prescribe
performance standards for electronic products
to control the emission of electronic product ra-
diation from such products if he determines that
such standards are necessary for the protection
of the public health and safety. Such standards
may include provisions for the testing of such
products and the measurement of their elec-
tronic product radiation emissions, may require
the attachment of warning signs and labels, and
may require the provision of instructions for the
installation, operation, and use of such prod-
ucts. Such standards may be prescribed from
time to time whenever such determinations are
made, but the first of such standards shall be
prescribed prior to January 1, 1970. In the devel-
opment of such standards, the Secretary shall
consult with Federal and State departments and
agencies having related responsibilities or inter-
ests and with appropriate professional organiza-
tions and interested persons, including rep-
resentatives of industries and labor organiza-
tions which would be affected by such standards,
and shall give consideration to—

(A) the latest available scientific and medi-
cal data in the field of electronic product radi-
ation;

(B) the standards currently recommended by
(i) other Federal agencies having responsibil-
ities relating to the control and measurement
of electronic product radiation, and (ii) public
or private groups having an expertise in the
field of electronic product radiation;

(C) the reasonableness and technical feasibil-
ity of such standards as applied to a particular
electronic product;

(D) the adaptability of such standards to the
need for uniformity and reliability of testing
and measuring procedures and equipment; and

(E) in the case of a component, or accessory
described in paragraph (2)(B) of section 360hh
of this title, the performance of such article in
the manufactured or assembled product for
which it is designed.

(2) The Secretary may prescribe different and
individual performance standards, to the extent
appropriate and feasible, for different electronic
products so as to recognize their different oper-
ating characteristics and uses.

(3) The performance standards prescribed
under this section shall not apply to any elec-
tronic product which is intended solely for ex-
port if (A) such product and the outside of any
shipping container used in the export of such
product are labeled or tagged to show that such
product is intended for export, and (B) such
product meets all the applicable requirements of
the country to which such product is intended
for export.

(4) The Secretary may by regulation amend or
revoke any performance standard prescribed
under this section.

(5) The Secretary may exempt from the provi-
sions of this section any electronic product in-
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tended for use by departments or agencies of the
United States provided such department or
agency has prescribed procurement specifica-
tions governing emissions of electronic product
radiation and provided further that such product
is of a type used solely or predominantly by de-
partments or agencies of the United States.

(b) Administrative procedure

The provisions of subchapter II of chapter 5 of
title 5 (relating to the administrative procedure
for rulemaking), and of chapter 7 of title 5 (re-
lating to judicial review), shall apply with re-
spect to any regulation prescribing, amending,
or revoking any standard prescribed under this
section.

(c) Publication in Federal Register

Each regulation prescribing, amending, or re-
voking a standard shall specify the date on
which it shall take effect which, in the case of
any regulation prescribing, or amending any
standard, may not be sooner than one year or
not later than two years after the date on which
such regulation is issued, unless the Secretary
finds, for good cause shown, that an earlier or
later effective date is in the public interest and
publishes in the Federal Register his reason for
such finding, in which case such earlier or later
date shall apply.

(d) Judicial review

(1) In a case of actual controversy as to the va-
lidity of any regulation issued under this sec-
tion prescribing, amending, or revoking a per-
formance standard, any person who will be ad-
versely affected by such regulation when it is ef-
fective may at any time prior to the sixtieth
day after such regulation is issued file a petition
with the United States court of appeals for the
circuit wherein such person resides or has his
principal place of business, for a judicial review
of such regulation. A copy of the petition shall
be forthwith transmitted by the clerk of the
court to the Secretary or other officer des-
ignated by him for that purpose. The Secretary
thereupon shall file in the court the record of
the proceedings on which the Secretary based
the regulation, as provided in section 2112 of
title 28.

(2) 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 adduce
such evidence in the proceeding before the Sec-
retary, the court may order such additional evi-
dence (and evidence in rebuttal thereof) to be
taken before the Secretary, and to be adduced
upon the hearing, in such manner and upon such
terms and conditions as to the court may seem
proper. The Secretary may modify his findings,
or make new findings, by reason of the addi-
tional evidence so taken, and he shall file such
modified or new findings, and his recommenda-
tions, if any, for the modification or setting
aside of his original regulation, with the return
of such additional evidence.

(3) Upon the filing of the petition referred to
in paragraph (1) of this subsection, the court
shall have jurisdiction to review the regulation
in accordance with chapter 7 of title 5 and to

TITLE 21—FOOD AND DRUGS

Page 284

grant appropriate relief as provided in such
chapter.

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

(5) Any action instituted under this subsection
shall survive, notwithstanding any change in
the person occupying the office of Secretary or
any vacancy in such office.

(6) The remedies provided for in this sub-
section shall be in addition to and not in substi-
tution for any other remedies provided by law.
(e) Availability of record

A certified copy of the transcript of the record
and administrative proceedings under this sec-
tion shall be furnished by the Secretary to any
interested party at his request, and payment of
the costs thereof, and shall be admissible in any
criminal, exclusion of imports, or other proceed-
ing arising under or in respect of this part irre-
spective of whether proceedings with respect to
the regulation have previously been initiated or
become final under this section.

(f) Technical Electronic Product Radiation Safe-
ty Standards Committee

(1)(A) The Secretary shall establish a Tech-
nical Electronic Product Radiation Safety
Standards Committee (hereafter in this part re-
ferred to as the ‘“‘Committee’’) which he shall
consult before prescribing any standard under
this section. The Committee shall be appointed
by the Secretary, after consultation with public
and private agencies concerned with the tech-
nical aspect of electronic product radiation safe-
ty, and shall be composed of fifteen members
each of whom shall be technically qualified by
training and experience in one or more fields of
science or engineering applicable to electronic
product radiation safety, as follows:

(i) Five members shall be selected from gov-
ernmental agencies, including State and Fed-
eral Governments;

(ii) Five members shall be selected from the
affected industries after consultation with in-
dustry representatives; and

(iii) Five members shall be selected from the
general public, of which at least one shall be
a representative of organized labor.

(B) The Committee may propose electronic
product radiation safety standards to the Sec-
retary for his consideration. All proceedings of
the Committee shall be recorded and the record
of each such proceeding shall be available for
public inspection.

(2) Payments to members of the Committee
who are not officers or employees of the United
States pursuant to subsection (c) of section 210
of title 42 shall not render members of the Com-
mittee officers or employees of the United
States for any purpose.

(g) Review and evaluation

The Secretary shall review and evaluate on a
continuing basis testing programs carried out
by industry to assure the adequacy of safeguards
against hazardous electronic product radiation
and to assure that electronic products comply
with standards prescribed under this section.
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(h) Product certification

Every manufacturer of an electronic product
to which is applicable a standard in effect under
this section shall furnish to the distributor or
dealer at the time of delivery of such product, in
the form of a label or tag permanently affixed to
such product or in such manner as approved by
the Secretary, the certification that such prod-
uct conforms to all applicable standards under
this section. Such certification shall be based
upon a test, in accordance with such standard,
of the individual article to which it is attached
or upon a testing program which is in accord
with good manufacturing practice and which has
not been disapproved by the Secretary (in such
manner as he shall prescribe by regulation) on
the grounds that it does not assure the adequacy
of safeguards against hazardous electronic prod-
uct radiation or that it does not assure that
electronic products comply with the standards
prescribed under this section.

(June 25, 1938, ch. 675, §534, formerly act July 1,
1944, ch. 373, title III, §534, formerly §358, as
added Pub. L. 90-602, §2(3), Oct. 18, 1968, 82 Stat.
1177; amended Pub. L. 91-515, title VI, §601(b)(2),
(3), Oct. 30, 1970, 84 Stat. 1311; renumbered §534
and amended Pub. L. 101-629, §19(a)(1)(B), (2)(B),
(3), (4), Nov. 28, 1990, 104 Stat. 4529, 4530; Pub. L.
103-80, §§3(w), 4(a)(2), Aug. 13, 1993, 107 Stat. 778,
779.)

CODIFICATION

Section was classified to section 263f of Title 42, The
Public Health and Welfare, prior to renumbering by
Pub. L. 101-629.

AMENDMENTS

1993—Pub. L. 103-80, §4(a)(2), amended directory lan-
guage of Pub. L. 101-629, §19(a)(4), which renumbered
section 263f of Title 42, The Public Health and Welfare,
as this section.

Subsec. (f)(2). Pub. L. 103-80, §3(w), made technical
amendment to reference to section 210 of title 42 to re-
flect correction of corresponding provision of original
act.

1990—Subsec. (a)(1)(E). Pub. L. 101-629, §19(a)(2)(B),
substituted ‘‘section 360hh’’ for ‘‘section 263c’’.

Subsecs. (e), (H)(1)(A). Pub. L. 101-629, §19(a)(1)(B),
substituted ‘‘this part’ for ‘‘this subpart’.

1970—Subsec. (£)(2). Pub. L. 91-515 struck out provi-
sions related to payment of compensation and travel
expenses of members of the Committee who are not of-
ficers or employees of the United States, and sub-
stituted ‘“‘to members of the Committee who are not of-
ficers or employees of the United States pursuant to
subsection (c) of section 210 of title 42" for ‘‘under this
subsection”.

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES

Enactment of this section not to be construed to su-
persede or limit the functions under any other provi-
sion of law of any officer or agency of the United
States, see section 4 of Pub. L. 90-602, set out as a note
under section 360hh of this title.

§360l1. Notification of defects in and repair or re-
placement of electronic products

(a) Notification; exemption

(1) Every manufacturer of electronic products
who discovers that an electronic product pro-
duced, assembled, or imported by him has a de-
fect which relates to the safety of use of such
product by reason of the emission of electronic
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product radiation, or that an electronic product
produced, assembled, or imported by him on or
after the effective date of an applicable standard
prescribed pursuant to section 360kk of this title
fails to comply with such standard, shall imme-
diately notify the Secretary of such defect or
failure to comply if such product has left the
place of manufacture and shall (except as au-
thorized by paragraph (2)) with reasonable
promptness furnish notification of such defect
or failure to the persons (where known to the
manufacturer) specified in subsection (b) of this
section.

(2) If, in the opinion of such manufacturer, the
defect or failure to comply is not such as to cre-
ate a significant risk of injury, including ge-
netic injury, to any person, he may, at the time
of giving notice to the Secretary of such defect
or failure to comply, apply to the Secretary for
an exemption from the requirement of notice to
the persons specified in subsection (b) of this
section. If such application states reasonable
grounds for such exemption, the Secretary shall
afford such manufacturer an opportunity to
present his views and evidence in support of the
application, the burden of proof being on the
manufacturer. If, after such presentation, the
Secretary is satisfied that such defect or failure
to comply is not such as to create a significant
risk of injury, including genetic injury, to any
person, he shall exempt such manufacturer from
the requirement of notice to the persons speci-
fied in subsection (b) of this section and from
the requirements of repair or replacement im-
posed by subsection (f) of this section.

(b) Method of notification

The notification (other than to the Secretary)
required by paragraph (1) of subsection (a) of
this section shall be accomplished—

(1) by certified mail to the first purchaser of
such product for purposes other than resale,
and to any subsequent transferee of such prod-
uct; and

(2) by certified mail or other more expedi-
tious means to the dealers or distributors of
such manufacturer to whom such product was
delivered.

(c) Requisite elements of notification

The notifications required by paragraph (1) of
subsection (a) of this section shall contain a
clear description of such defect or failure to
comply with an applicable standard, an evalua-
tion of the hazard reasonably related to such de-
fect or failure to comply, and a statement of the
measures to be taken to repair such defect. In
the case of a notification to a person referred to
in subsection (b) of this section, the notification
shall also advise the person of his rights under
subsection (f) of this section.

(d) Copies to Secretary of communications by
manufacturers to dealers or distributors re-
garding defects

Every manufacturer of electronic products
shall furnish to the Secretary a true or rep-
resentative copy of all notices, bulletins, and
other communications to the dealers or dis-
tributors of such manufacturer or to purchasers
(or subsequent transferees) of electronic prod-
ucts of such manufacturer regarding any such
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defect in such product or any such failure to
comply with a standard applicable to such prod-
uct. The Secretary shall disclose to the public so
much of the information contained in such no-
tice or other information obtained under section
360nn of this title as he deems will assist in car-
rying out the purposes of this part, but he shall
not disclose any information which contains or
relates to a trade secret or other matter referred
to in section 1905 of title 18 unless he determines
that it is necessary to carry out the purposes of
this part.

(e) Notice from Secretary to manufacturer of de-
fects or failure to comply with standards

If through testing, inspection, investigation,
or research carried out pursuant to this part, or
examination of reports submitted pursuant to
section 360nn of this title, or otherwise, the Sec-
retary determines that any electronic product—

(1) does not comply with an applicable
standard prescribed pursuant to section 360kk
of this title; or

(2) contains a defect which relates to the
safety of use of such product by reason of the
emission of electronic product radiation;

he shall immediately notify the manufacturer of
such product of such defect or failure to comply.
The notice shall contain the findings of the Sec-
retary and shall include all information upon
which the findings are based. The Secretary
shall afford such manufacturer an opportunity
to present his views and evidence in support
thereof, to establish that there is no failure of
compliance or that the alleged defect does not
exist or does not relate to safety of use of the
product by reason of the emission of such radi-
ation hazard. If after such presentation by the
manufacturer the Secretary determines that
such product does not comply with an applicable
standard prescribed pursuant to section 360kk of
this title, or that it contains a defect which re-
lates to the safety of use of such product by rea-
son of the emission of electronic product radi-
ation, the Secretary shall direct the manufac-
turer to furnish the notification specified in sub-
section (c) of this section to the persons speci-
fied in paragraphs (1) and (2) of subsection (b) of
this section (where known to the manufacturer),
unless the manufacturer has applied for an ex-
emption from the requirement of such notifica-
tion on the ground specified in paragraph (2) of
subsection (a) of this section and the Secretary
is satisfied that such noncompliance or defect is
not such as to create a significant risk of injury,
including genetic injury, to any person.

(f) Correction of defects

If any electronic product is found under sub-
section (a) or (e) of this section to fail to comply
with an applicable standard prescribed under
this part or to have a defect which relates to the
safety of use of such product, and the notifica-
tion specified in subsection (c) of this section is
required to be furnished on account of such fail-
ure or defect, the manufacturer of such product
shall (1) without charge, bring such product into
conformity with such standard or remedy such
defect and provide reimbursement for any ex-
penses for transportation of such product in-
curred in connection with having such product

TITLE 21—FOOD AND DRUGS

Page 286

brought into conformity or having such defect
remedied, (2) replace such product with a like or
equivalent product which complies with each ap-
plicable standard prescribed under this part and
which has no defect relating to the safety of its
use, or (3) make a refund of the cost of such
product. The manufacturer shall take the action
required by this subsection in such manner, and
with respect to such persons, as the Secretary
by regulations shall prescribe.

(g) Effective date

This section shall not apply to any electronic
product that was manufactured before October
18, 1968.

(June 25, 1938, ch. 675, §535, formerly act July 1,
1944, ch. 373, title III, §535, formerly §359, as
added Pub. L. 90-602, §2(3), Oct. 18, 1968, 82 Stat.
1180; renumbered §535 and amended Pub. L.
101-629, §19(a)(1)(B), (2)(C), (3), (4), Nov. 28, 1990,
104 Stat. 4529, 4530; Pub. L. 103-80, §4(a)(2), Aug.
13, 1993, 107 Stat. 779.)

CODIFICATION

Section was classified to section 263g of Title 42, The
Public Health and Welfare, prior to renumbering by
Pub. L. 101-629.

AMENDMENTS

1993—Pub. L. 103-80 amended directory language of
Pub. L. 101-629, §19(a)(4), which renumbered section
263g of Title 42, The Public Health and Welfare, as this
section.

1990—Subsec. (a)(1). Pub. L. 101-629, §19(a)(2)(C)(@),
substituted ‘‘section 360kk’’ for ‘‘section 263f”.

Subsec. (d). Pub. L. 101-629, §19(a)(1)(B), (2)(C)(ii), sub-
stituted ‘‘section 360nn”’ for ‘‘section 263i”’ and ‘‘this
part” for ‘‘this subpart’ in two places.

Subsec. (e). Pub. L. 101-629, §19(a)(1)(B), (2)(C), sub-
stituted ‘‘this part’” for ‘‘this subpart’” and ‘‘section
360nn”’ for ‘‘section 263i’’ in introductory provisions and
‘‘section 360kk’ for ‘‘section 263f’ in par. (1) and con-
cluding provisions.

Subsec. (f). Pub. L. 101-629, §19(a)(1)(B), substituted
‘‘this part” for ‘‘this subpart’ in two places.

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES

Enactment of this section not to be construed to su-
persede or limit the functions under any other provi-
sion of law of any officer or agency of the United
States, see section 4 of Pub. L. 90-602, set out as a note
under section 360hh of this title.

§ 360mm. Imports

(a) Refusal of admission to noncomplying elec-
tronic products

Any electronic product offered for importation
into the United States which fails to comply
with an applicable standard prescribed under
this part, or to which is not affixed a certifi-
cation in the form of a label or tag in conform-
ity with section 360kk(h) of this title shall be re-
fused admission into the United States. The Sec-
retary of the Treasury shall deliver to the Sec-
retary of Health and Human Services, upon the
latter’s request, samples of electronic products
which are being imported or offered for import
into the United States, giving notice thereof to
the owner or consignee, who may have a hearing
before the Secretary of Health and Human Serv-
ices. If it appears from an examination of such
samples or otherwise that any electronic prod-
uct fails to comply with applicable standards
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prescribed pursuant to section 360kk of this
title, then, unless subsection (b) of this section
applies and is complied with, (1) such electronic
product shall be refused admission, and (2) the
Secretary of the Treasury shall cause the de-
struction of such electronic product unless such
article is exported, under regulations prescribed
by the Secretary of the Treasury, within 90 days
after the date of notice of refusal of admission
or within such additional time as may be per-
mitted by such regulations.

(b) Bond

If it appears to the Secretary of Health and
Human Services that any electronic product re-
fused admission pursuant to subsection (a) of
this section can be brought into compliance
with applicable standards prescribed pursuant to
section 360kk of this title, final determination
as to admission of such electronic product may
be deferred upon filing of timely written appli-
cation by the owner or consignee and the execu-
tion by him of a good and sufficient bond provid-
ing for the payment of such liquidated damages
in the event of default as the Secretary of
Health and Human Services may by regulation
prescribe. If such application is filed and such
bond is executed the Secretary of Health and
Human Services may, in accordance with rules
prescribed by him, permit the applicant to per-
form such operations with respect to such elec-
tronic product as may be specified in the notice
of permission.

(¢) Liability of owner or consignee for expenses
connected with refusal of admission

All expenses (including travel, per diem or
subsistence, and salaries of officers or employees
of the United States) in connection with the de-
struction provided for in subsection (a) of this
section and the supervision of operations pro-
vided for in subsection (b) of this section, and all
expenses in connection with the storage, cart-
age, or labor with respect to any electronic
product refused admission pursuant to sub-
section (a) of this section, shall be paid by the
owner or consignee, and, in event of default,
shall constitute a lien against any future impor-
tations made by such owner or consignee.

(d) Designation of agent for purposes of service

It shall be the duty of every manufacturer of-
fering an electronic product for importation
into the United States to designate in writing
an agent upon whom service of all administra-
tive and judicial processes, notices, orders, deci-
sions, and requirements may be made for and on
behalf of said manufacturer, and to file such des-
ignation with the Secretary, which designation
may from time to time be changed by like writ-
ing, similarly filed. Service of all administrative
and judicial processes, notices, orders, decisions,
and requirements may be made upon said manu-
facturer by service upon such designated agent
at his office or usual place of residence with like
effect as if made personally upon said manufac-
turer, and in default of such designation of such
agent, service of process, notice, order, require-
ment, or decision in any proceeding before the
Secretary or in any judicial proceeding for en-
forcement of this part or any standards pre-
scribed pursuant to this part may be made by
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posting such process, notice, order, requirement,
or decision in the Office of the Secretary or in
a place designated by him by regulation.

(June 25, 1938, ch. 675, §536, formerly act July 1,
1944, ch. 373, title III, §536, formerly §360, as
added Pub. L. 90-602, §2(3), Oct. 18, 1968, 82 Stat.
1181; renumbered §536 and amended Pub. L.
101-629, §19(a)(1)(B), (2)(D), (3), (4), Nov. 28, 1990,
104 Stat. 4529, 4530; Pub. L. 102-300, §6(b)(1), June
16, 1992, 106 Stat. 240; Pub. L. 103-80, §4(a)(2),
Aug. 13, 1993, 107 Stat. 779.)

CODIFICATION

Section was classified to section 263h of Title 42, The
Public Health and Welfare, prior to renumbering by
Pub. L. 101-629.

AMENDMENTS

1993—Pub. L. 103-80 amended directory language of
Pub. L. 101-629, §19(a)(4), which renumbered section
263h of Title 42, The Public Health and Welfare, as this
section.

1992—Subsecs. (a), (b). Pub. L. 102-300 substituted
‘“‘Health and Human Services” for ‘‘Health, Education,
and Welfare’” wherever appearing.

1990—Subsec. (a). Pub. L. 101-629, §19(a)(1)(B), (2)(D),
substituted ‘‘this part’ for ‘‘this subpart’, ‘‘section
360kk(h)”’ for ‘‘section 263f(h)’’, and ‘‘section 360kKk’’ for
‘‘section 263f”.

Subsec. (b). Pub. L. 101-629, §19(a)(2)(D), substituted
‘‘section 360kk’ for ‘‘section 263f’.

Subsec. (d). Pub. L. 101-629, §19(a)(1)(B), substituted
‘‘this part’ for ‘‘this subpart’ in two places.

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES

Enactment of this section not to be construed to su-
persede or limit the functions under any other provi-
sion of law of any officer or agency of the United
States, see section 4 of Pub. L. 90-602, set out as a note
under section 360hh of this title.

§ 360nn. Inspection, records, and reports
(a) Inspection of premises

If the Secretary finds for good cause that the
methods, tests, or programs related to elec-
tronic product radiation safety in a particular
factory, warehouse, or establishment in which
electronic products are manufactured or held,
may not be adequate or reliable, officers or em-
ployees duly designated by the Secretary, upon
presenting appropriate credentials and a written
notice to the owner, operator, or agent in
charge, are thereafter authorized (1) to enter, at
reasonable times, any area in such factory,
warehouse, or establishment in which the manu-
facturer’s tests (or testing programs) required
by section 360kk(h) of this title are carried out,
and (2) to inspect, at reasonable times and with-
in reasonable limits and in a reasonable manner,
the facilities and procedures within such area
which are related to electronic product radi-
ation safety. Each such inspection shall be com-
menced and completed with reasonable prompt-
ness. In addition to other grounds upon which
good cause may be found for purposes of this
subsection, good cause will be considered to
exist in any case where the manufacturer has in-
troduced into commerce any electronic product
which does not comply with an applicable stand-
ard prescribed under this part and with respect
to which no exemption from the notification re-
quirements has been granted by the Secretary
under section 36071(a)(2) or 360Ili(e) of this title.
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(b) Record keeping

Every manufacturer of electronic products
shall establish and maintain such records (in-
cluding testing records), make such reports, and
provide such information, as the Secretary may
reasonably require to enable him to determine
whether such manufacturer has acted or is act-
ing in compliance with this part and standards
prescribed pursuant to this part and shall, upon
request of an officer or employee duly des-
ignated by the Secretary, permit such officer or
employee to inspect appropriate books, papers,
records, and documents relevant to determining
whether such manufacturer has acted or is act-
ing in compliance with standards prescribed pur-
suant to this part.

(c) Disclosure of technical data

Every manufacturer of electronic products
shall provide to the Secretary such performance
data and other technical data related to safety
as may be required to carry out the purposes of
this part. The Secretary is authorized to require
the manufacturer to give such notification of
such performance and technical data at the time
of original purchase to the ultimate purchaser
of the electronic product, as he determines nec-
essary to carry out the purposes of this part
after consulting with the affected industry.

(d) Public nature of reports

Accident and investigation reports made
under this part by any officer, employee, or
agent of the Secretary shall be available for use
in any civil, criminal, or other judicial proceed-
ing arising out of such accident. Any such offi-
cer, employee, or agent may be required to tes-
tify in such proceedings as to the facts devel-
oped in such investigations. Any such report
shall be made available to the public in a man-
ner which need not identify individuals. All re-
ports on research projects, demonstration
projects, and other related activities shall be
public information.

(e) Trade secrets

The Secretary or his representative shall not
disclose any information reported to or other-
wise obtained by him, pursuant to subsection (a)
or (b) of this section, which concerns any infor-
mation which contains or relates to a trade se-
cret or other matter referred to in section 1905
of title 18, except that such information may be
disclosed to other officers or employees of the
Department and of other agencies concerned
with carrying out this part or when relevant in
any proceeding under this part. Nothing in this
section shall authorize the withholding of infor-
mation by the Secretary, or by any officers or
employees under his control, from the duly au-
thorized committees of the Congress.

(f) Information required to identify and locate
first purchasers of electronic products

The Secretary may by regulation (1) require
dealers and distributors of electronic products,
to which there are applicable standards pre-
scribed under this part and the retail prices of
which is not less than $50, to furnish manufac-
turers of such products such information as may
be necessary to identify and locate, for purposes
of section 360Il of this title, the first purchasers
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of such products for purposes other than resale,
and (2) require manufacturers to preserve such
information. Any regulation establishing a re-
quirement pursuant to clause (1) of the preced-
ing sentence shall (A) authorize such dealers and
distributors to elect, in lieu of immediately fur-
nishing such information to the manufacturer,
to hold and preserve such information until ad-
vised by the manufacturer or Secretary that
such information is needed by the manufacturer
for purposes of section 360/l of this title, and (B)
provide that the dealer or distributor shall, upon
making such election, give prompt notice of
such election (together with information identi-
fying the notifier and the product) to the manu-
facturer and shall, when advised by the manu-
facturer or Secretary, of the need therefor for
the purposes of section 360l] of this title, imme-
diately furnish the manufacturer with the re-
quired information. If a dealer or distributor
discontinues the dealing in or distribution of
electronic products, he shall turn the informa-
tion over to the manufacturer. Any manufac-
turer receiving information pursuant to this
subsection concerning first purchasers of prod-
ucts for purposes other than resale shall treat it
as confidential and may use it only if necessary
for the purpose of notifying persons pursuant to
section 360ll(a) of this title.

(June 25, 1938, ch. 675, §537, formerly act July 1,
1944, ch. 373, title III, §537, formerly §360A, as
added Pub. L. 90-602, §2(3), Oct. 18, 1968, 82 Stat.
1182; renumbered §537 and amended Pub. L.
101-629, §19(a)(1)(B), (2)(E), (3), (4), Nov. 28, 1990,
104 Stat. 4529, 4530; Pub. L. 103-80, §4(a)(2), Aug.
13, 1993, 107 Stat. 779.)

CODIFICATION

Section was classified to section 263i of Title 42, The
Public Health and Welfare, prior to renumbering by
Pub. L. 101-629.

AMENDMENTS

1993—Pub. L. 103-80 amended directory language of
Pub. L. 101-629, §19(a)(4), which renumbered section 263i
of Title 42, The Public Health and Welfare, as this sec-
tion.

1990—Subsec. (a). Pub. L. 101-629, §19(a)(1)(B), (2)(E),
substituted ‘‘section 360kk(h)” for ‘‘section 263f(h)”,
‘‘this part” for ‘‘this subpart’, and ‘‘section 360ll(a)(2)
or 3607l(e)”’ for ‘‘section 263g(a)(2) or 263g(e)’’.

Subsecs. (b) to (e). Pub. L. 101-629, §19(a)(1)(B), sub-
stituted ‘‘this part’” for ‘‘this subpart’” wherever ap-
pearing.

Subsec. (f). Pub. L. 101-629, §19(a)(1)(B), (2)(E)(ii), sub-
stituted ‘‘this part’ for ‘‘this subpart’, ‘‘section 36011
for ‘“‘section 263g’’ in three places, and ‘‘section 360ll(a)”’
for ‘‘section 263g(a)’’.

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES

Enactment of this section not to be construed to su-
persede or limit the functions under any other provi-
sion of law of any officer or agency of the United
States, see section 4 of Pub. L. 90-602, set out as a note
under section 360hh of this title.

§ 36000. Prohibited acts

(a) It shall be unlawful—

(1) for any manufacturer to introduce, or to
deliver for introduction, into commerce, or to
import into the United States, any electronic
product which does not comply with an appli-
cable standard prescribed pursuant to section
360kk of this title;
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(2) for any person to fail to furnish any noti-
fication or other material or information re-
quired by section 360/l or 360nn of this title; or
to fail to comply with the requirements of sec-
tion 3607I(f) of this title;

(3) for any person to fail or to refuse to es-
tablish or maintain records required by this
part or to permit access by the Secretary or
any of his duly authorized representatives to,
or the copying of, such records, or to permit
entry or inspection, as required by or pursuant
to section 360nn of this title;

(4) for any person to fail or to refuse to make
any report required pursuant to section
360nn(b) of this title or to furnish or preserve
any information required pursuant to section
360nn(f) of this title; or

(5) for any person (A) to fail to issue a cer-
tification as required by section 360kk(h) of
this title, or (B) to issue such a certification
when such certification is not based upon a
test or testing program meeting the require-
ments of section 360kk(h) of this title or when
the issuer, in the exercise of due care, would
have reason to know that such certification is
false or misleading in a material respect.

(b) The Secretary may exempt any electronic
product, or class thereof, from all or part of sub-
section (a) of this section, upon such conditions
as he may find necessary to protect the public
health or welfare, for the purpose of research,
investigations, studies, demonstrations, or
training, or for reasons of national security.

(June 25, 1938, ch. 675, §538, formerly act July 1,
1944, ch. 373, title III, §538, formerly §360B, as
added Pub. L. 90-602, §2(3), Oct. 18, 1968, 82 Stat.
1184; renumbered §538 and amended Pub. L.
101-629, §19(a)(1)(B), (2)(F), (3), (4), Nov. 28, 1990,
104 Stat. 4529, 4530; Pub. L. 103-80, §4(a)(2), Aug.
13, 1993, 107 Stat. 779.)

CODIFICATION

Section was classified to section 263j of Title 42, The
Public Health and Welfare, prior to renumbering by
Pub. L. 101-629.

AMENDMENTS

1993—Pub. L. 103-80 amended directory language of
Pub. L. 101-629, §19(a)(4), which renumbered section 263j
of Title 42, The Public Health and Welfare, as this sec-
tion.

1990—Subsec. (a)(1). Pub. L. 101-629, §19(a)(2)(F)(1),
substituted ‘‘section 360kk” for ‘‘section 263f™.

Subsec. (a)(2). Pub. L. 101-629, §19(a)(2)(F)@di), (iii),
substituted ‘‘section 360il or 360nn’’ for ‘‘section 263g or
2631’ and ‘‘section 3607I(f)”’ for ‘‘section 263g(f)”’.

Subsec. (a)(3). Pub. L. 101-629, §19(a)(1)(B), (2)(F)(ii),
substituted ‘‘this part’ for ‘‘this subpart’ and ‘‘section
360nn”’ for ‘‘section 263i’.

Subsec. (a)(4). Pub. L. 101-629, §19(a)(2)(F){ii), sub-
stituted ‘‘section 360nn(b)”’ for ‘‘section 263i(b)”’ and
“‘section 360nn(f)”’ for ‘‘section 263i(f)’’.

Subsec. (a)(5). Pub. L. 101-629, §19(a)(2)(F)(i), sub-
stituted ‘‘section 360kk(h)”’ for ‘‘section 263f(h)”’ in two
places.

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES

Enactment of this section not to be construed to su-
persede or limit the functions under any other provi-
sion of law of any officer or agency of the United
States, see section 4 of Pub. L. 90-602, set out as a note
under section 360hh of this title.
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§ 360pp. Enforcement
(a) Jurisdiction of courts

The district courts of the United States shall
have jurisdiction, for cause shown, to restrain
violations of section 36000 of this title and to re-
strain dealers and distributors of electronic
products from selling or otherwise disposing of
electronic products which do not conform to an
applicable standard prescribed pursuant to sec-
tion 360kk of this title except when such prod-
ucts are disposed of by returning them to the
distributor or manufacturer from whom they
were obtained. The district courts of the United
States shall also have jurisdiction in accordance
with section 1355 of title 28 to enforce the provi-
sions of subsection (b) of this section.

(b) Penalties

(1) Any person who violates section 36000 of
this title shall be subject to a civil penalty of
not more than $1,000. For purposes of this sub-
section, any such violation shall with respect to
each electronic product involved, or with re-
spect to each act or omission made unlawful by
section 36000 of this title, constitute a separate
violation, except that the maximum civil pen-
alty imposed on any person under this sub-
section for any related series of violations shall
not exceed $300,000.

(2) Any such civil penalty may on application
be remitted or mitigated by the Secretary. In
determining the amount of such penalty, or
whether it should be remitted or mitigated and
in what amount, the appropriateness of such
penalty to the size of the business of the person
charged and the gravity of the violation shall be
considered. The amount of such penalty, when
finally determined, may be deducted from any
sums owing by the United States to the person
charged.

(c) Venue; process

Actions under subsections (a) and (b) of this
section may be brought in the district court of
the United States for the district wherein any
act or omission or transaction constituting the
violation occurred, or in such court for the dis-
trict where the defendant is found or transacts
business, and process in such cases may be
served in any other district of which the defend-
ant is an inhabitant or wherever the defendant
may be found.

(d) Warnings

Nothing in this part shall be construed as re-
quiring the Secretary to report for the institu-
tion of proceedings minor violations of this part
whenever he believes that the public interest
will be adequately served by a suitable written
notice or warning.

(e) Compliance with regulations

Except as provided in the first sentence of sec-
tion 360ss of this title, compliance with this part
or any regulations issued thereunder shall not
relieve any person from liability at common law
or under statutory law.

(f) Additional remedies

The remedies provided for in this part shall be
in addition to and not in substitution for any
other remedies provided by law.
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(June 25, 1938, ch. 675, §539, formerly act July 1,
1944, ch. 373, title III, §539, formerly §360C, as
added Pub. L. 90-602, §2(3), Oct. 18, 1968, 82 Stat.
1184; renumbered §539 and amended Pub. L.
101-629, §19(a)(1)(B), (2)(G), (3), (4), Nov. 28, 1990,
104 Stat. 4529, 4530; Pub. L. 103-80, §4(a)(2), Aug.
13, 1993, 107 Stat. 779.)

CODIFICATION

Section was classified to section 263k of Title 42, The
Public Health and Welfare, prior to renumbering by
Pub. L. 101-629.

AMENDMENTS

1993—Pub. L. 103-80 amended directory language of
Pub. L. 101-629, §19(a)(4), which renumbered section
263k of Title 42, The Public Health and Welfare, as this
section.

1990—Subsec. (a). Pub. L. 101-629, §19(a)(2)(G)(1), (ii),
substituted ‘‘section 36000’ for ‘‘section 263j”’ and ‘‘sec-
tion 360kk’’ for ‘‘section 263f”.

Subsec. (b)(1). Pub. L. 101-629, §19(a)(2)(G)({i), sub-
stituted ‘‘section 36000’ for ‘‘section 263j” in two
places.

Subsec. (d). Pub. L. 101-629, §19(a)(1)(B), substituted
“‘this part’ for ‘‘this subpart’ in two places.

Subsec. (e). Pub. L. 101-629, §19(a)(1)(B), (2)(G)(iii),
substituted ‘‘section 360ss’’ for ‘‘section 263n’’ and ‘‘this
part’’ for ‘‘this subpart’.

Subsec. (f). Pub. L. 101-629, §19(a)(1)(B), substituted
“‘this part” for ‘‘this subpart’.

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES

Enactment of this section not to be construed to su-
persede or limit the functions under any other provi-
sion of law of any officer or agency of the United
States, see section 4 of Pub. L. 90-602, set out as a note
under section 360hh of this title.

§360qq. Repealed. Pub. L. 105-362, title VI,
§601(a)(2)(A), Nov. 10, 1998, 112 Stat. 3285

Section, act June 25, 1938, ch. 675, §540, formerly act
July 1, 1944, ch. 373, title III, §540, formerly §360D, as
added Pub. L. 90-602, §2(3), Oct. 18, 1968, 82 Stat. 1185; re-
numbered §540 and amended Pub. L. 101-629,
§19(a)(1)(B), (3), (4), Nov. 28, 1990, 104 Stat. 4529, 4530;
Pub. L. 103-80, §4(a)(2), Aug. 13, 1993, 107 Stat. 779, relat-
ed to annual report on administration of electronic
product radiation control program.

§360rr. Federal-State cooperation

The Secretary is authorized (1) to accept from
State and local authorities engaged in activities
related to health or safety or consumer protec-
tion, on a reimbursable basis or otherwise, any
assistance in the administration and enforce-
ment of this part which he may request and
which they may be able and willing to provide
and, if so agreed, may pay in advance or other-
wise for the reasonable cost of such assistance,
and (2) he may, for the purpose of conducting ex-
aminations, investigations, and inspections,
commission any officer or employee of any such
authority as an officer of the Department.

(June 25, 1938, ch. 675, §541, formerly act July 1,
1944, ch. 373, title III, §541, formerly §360E, as
added Pub. L. 90-602, §2(3), Oct. 18, 1968, 82 Stat.
1186; renumbered §541 and amended Pub. L.
101-629, §19(a)(1)(B), (3), (4), Nov. 28, 1990, 104
Stat. 4529, 4530; Pub. L. 103-80, §4(a)(2), Aug. 13,
1993, 107 Stat. 779.)

CODIFICATION

Section was classified to section 263m of Title 42, The
Public Health and Welfare, prior to renumbering by
Pub. L. 101-629.
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AMENDMENTS

1993—Pub. L. 103-80 amended directory language of
Pub. L. 101-629, §19(a)(4), which renumbered section
263m of Title 42, The Public Health and Welfare, as this
section.

1990—Pub. L. 101-629, §19(a)(1)(B), substituted ‘‘this
part” for ‘‘this subpart’.

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES

Enactment of this section not to be construed to su-
persede or limit the functions under any other provi-
sion of law of any officer or agency of the United
States, see section 4 of Pub. L. 90-602, set out as a note
under section 360hh of this title.

§ 360ss. State standards

Whenever any standard prescribed pursuant to
section 360kk of this title with respect to an as-
pect of performance of an electronic product is
in effect, no State or political subdivision of a
State shall have any authority either to estab-
lish, or to continue in effect, any standard which
is applicable to the same aspect of performance
of such product and which is not identical to the
Federal standard. Nothing in this part shall be
construed to prevent the Federal Government or
the government of any State or political sub-
division thereof from establishing a requirement
with respect to emission of radiation from elec-
tronic products procured for its own use if such
requirement imposes a more restrictive stand-
ard than that required to comply with the other-
wise applicable Federal standard.

(June 25, 1938, ch. 675, §542, formerly act July 1,
1944, ch. 373, title III, §542, formerly §360F, as
added Pub. L. 90-602, §2(3), Oct. 18, 1968, 82 Stat.
1186; renumbered §542 and amended Pub. L.
101-629, §19(a)(1)(B), (2)(H), (3), (4), Nov. 28, 1990,
104 Stat. 4529, 4530; Pub. L. 103-80, §4(a)(2), Aug.
13, 1993, 107 Stat. 779.)

CODIFICATION

Section was classified to section 263n of Title 42, The
Public Health and Welfare, prior to renumbering by
Pub. L. 101-629.

AMENDMENTS

1993—Pub. L. 103-80 amended directory language of
Pub. L. 101-629, §19(a)(4), which renumbered section
263n of Title 42, The Public Health and Welfare, as this
section.

1990—Pub. L. 101-629, §19(a)(1)(B), (2)(H), substituted
‘“‘section 360kk’ for ‘‘section 263f’ and ‘‘this part” for
‘‘this subpart’.

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES

Enactment of this section not to be construed to su-
persede or limit the functions under any other provi-
sion of law of any officer or agency of the United
States, see section 4 of Pub. L. 90-602, set out as a note
under section 360hh of this title.

PART D—DISSEMINATION OF TREATMENT
INFORMATION

§§ 360aaa to 360aaa-6. Omitted
CODIFICATION

Sections 360aaa to 360aaa—6 ceased to be effective pur-
suant to section 401(e) of Pub. L. 105-115, set out as an
Effective and Termination Dates note below.

Section 360aaa, act June 25, 1938, ch. 675, §5561, as
added Pub. L. 105-115, title IV, §401(a), Nov. 21, 1997, 111
Stat. 2356, related to requirements for dissemination of
treatment information on drugs or devices.
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