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5.72 Authority to approve and to withdraw
approval of a charge for investigational
new drugs.

5.80 Approval of new drug applications and
their supplements.

5.81 Responses to Drug Enforcement Admin-
istration temporary scheduling notices.

5.82 Issuance of notices relating to pro-
posals to refuse approval or to withdraw
approval of new drug applications and
their supplements.

5.83 Approval of new animal drug applica-
tions, medicated feed mill license appli-
cations and their supplements.

5.84 Issuance of notices, proposals, and or-
ders relating to new animal drugs and
medicated feed mill license applications.

5.85 Authority to ensure that mammog-

raphy facilities meet quality standards.

Variances from performance standards
for electronic products.

5.87 Exemption of electronic products from
performance standards and prohibited
acts.

5.88 Testing programs and methods of cer-
tification and identification for -elec-
tronic products.

5.89 Notification of defects in, and repair or
replacement of, electronic products.

5.90 Manufacturers requirement to provide
data to ultimate purchasers of electronic
products.

5.91 Dealer and distributor direction to pro-
vide data to manufacturers of electronic
products.

5.92 Acceptance of assistance from State
and local authorities for enforcement of
radiation control legislation and regula-
tions.

5.93 Submission of and effective approval
dates for abbreviated new drug applica-
tions and certain new drug applications.

5.94 Extensions or stays of effective dates
for compliance with certain labeling re-
quirements for human prescription
drugs.

5.95 Submission of and effective approval
dates for abbreviated new animal drug
applications and certain new animal drug
applications.

5.98 Authority relating to medical device
reporting procedures.

5.99 Issuance of notices relating to pro-
posals and orders for debarment and de-
nial of an application to terminate de-
barment.

5.86

Subpart C—Organization

5.100 Officials authorized to make certifi-
cation under 5 U.S.C. 605(b) for any pro-
posed and final rules.

5.101 Authority relating to waivers or re-
ductions of prescription drug user fees.

5.200 Headquarters.

5.205 Chief Counsel, Food and Drug Admin-
istration.
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5.210 FDA Public Information Offices.
5.215 Field structure.

AUTHORITY: 5 U.S.C. 504, 552, App. 2; 7
U.S.C. 138a, 2271; 15 U.S.C. 638, 1261-1282, 3701—
3711a; 15 U.S.C. 1451-1461; 21 U.S.C. 41-50, 61—
63, 141-149, 321-394, 467f, 679(b), 801-886, 1031—
1309; 35 U.S.C. 156; 42 U.S.C. 241, 242, 242a,
2421, 242n, 243, 262, 263, 264, 265, 300u-300u-5,
300aa-1; 1395y, 3246b, 4332, 4831(a), 10007-10008;
E.O. 11921, 41 FR 24294, 3 CFR, 1977 Comp., b.
124-131; E.O. 12591, 52 FR 13414, 3 CFR, 1988
Comp., p. 220-223.

SOURCE: 42 FR 15560, Mar. 22, 1977, unless
otherwise noted.

Subpart A—Delegations of Author-
ity to the Commissioner of
Food and Drugs

§5.10 Delegations from the Secretary,
the Assistant Secretary for Health,
and Public Health Service Officials.

(a) The Assistant Secretary for
Health has redelegated to the Commis-
sioner of Food and Drugs, with author-
ity to redelegate except when specifi-
cally prohibited, all authority dele-
gated to the Assistant Secretary for
Health by the Secretary of Health and
Human Services, as follows:

(1) Functions vested in the Secretary
under the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 301 et seq.), the
Filled Milk Act (21 U.S.C. 61-63), the
Federal Import Milk Act (21 U.S.C. 141
et seq.), the Tea Importation Act (21
U.S.C. 41 et seq.), the Federal Caustic
Poison Act (44 Stat. 1406), and The Fair
Packaging and Labeling Act (15 U.S.C.
1451 et seq.), pursuant to section 12 of
Reorganization Plan No. IV and Reor-
ganization Plan No. 1 of 1953, including
authority to administer oaths vested in
the Secretary of Agriculture by 7
U.S.C. 2217.

(2) Functions vested in the Secretary
under section 301 (Research and Inves-
tigations); section 307 (International
Cooperation); and section 311 (Federal-
State Cooperation) of the Public
Health Service Act (42 U.S.C. 241, 242i,
243), as amended, which relate to the
functions of the Food and Drug Admin-
istration.

(3) Functions vested in the Secretary
under sections 354 through 360F of the
Public Health Service Act (42 U.S.C.
263b through 263n), as amended, which
relate to electronic product radiation
control.
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(4) Functions vested in the Secretary
under section 361 of the Public Health
Service Act (42 U.S.C. 264), as amended,
which relate to the law enforcement
functions of the Food and Drug Admin-
istration concerning the following
products and activities: biologicals (in-
cluding blood and blood products);
interstate travel sanitation (except
interstate transportation of etiologic
agents under 42 CFR 72); food (includ-
ing milk and food service sanitation
and shellfish sanitation); and drugs, de-
vices, cosmetics, electronic products,
and other items or products regulated
by the Food and Drug Administration.

(5) Functions vested in the Secretary
under sections 351 and 352 of part F,
subpart 1 of the Public Health Service
Act (42 U.S.C. 262 and 263), as amended,
Biological Products, insofar as they re-
late to the functions assigned to the
Food and Drug Administration.

(6) Functions vested in the Secretary
under section 302(a) of the Public
Health Service Act (42 U.S.C. 242(a)), as
amended, which relate to the deter-
mination and reporting requirements
with respect to the medicinal and sci-
entific requirements of the United
States for controlled substances.

(7) Functions vested in the Secretary
under section 303 of the Public Health
Service Act (42 U.S.C. 242a), as amend-
ed, which relate to the authorization of
persons engaged in research on the use
and effect of drugs to protect the iden-
tity of their research subjects with re-
spect to drugs scheduled under Pub. L.
91-513 for which an investigational new
drug application is filed with the Food
and Drug Administration and with re-
spect to all drugs not scheduled under
Pub. L. 91-513.

(8) Functions vested in the Secretary
pertaining to section 4 of the Com-
prehensive Drug Abuse Prevention and
Control Act of 1970 (84 Stat. 1241) which
relate to the determination of the safe-
ty and effectiveness of drugs or to ap-
prove new drugs to be used in the
treatment of narcotic addicts.

(9) Functions vested in the Secretary
pertaining to section 303(f) of the Con-
trolled Substances Act (21 U.S.C. 823(f))
which relate to the determination of
the qualifications and competency of
practitioners wishing to conduct re-
search with controlled substances list-
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ed in Schedule I of the Act, and the
merits of the research protocol.

(10) Functions vested in the Sec-
retary pertaining to provisions of the
Controlled Substances Act (21 U.S.C.
801 et seq.) which relate to administra-
tion of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 301 et seq.).

(11) Functions vested in the Sec-
retary under section 409(b) of the Fed-
eral Meat Inspection Act (21 U.S.C.
679(b)) which relate to the detention of
any carcass, part thereof, meat, or
meat product of cattle, sheep, swine,
goats, or equines.

(12) Functions vested in the Sec-
retary under section 24(b) of the Poul-
try Products Inspection Act (21 U.S.C.
467f(b)) which relate to the detention of
any poultry carcass, part thereof, or
poultry product.

(13) Functions vested in the Sec-
retary under the Egg Products Inspec-
tion Act (21 U.S.C. 1031 et seq.).

(14) Functions vested in the Sec-
retary by amendments to the foregoing
statutes subsequent to Reorganization
Plan No. 1 of 1953.

(15) Function of issuing all regula-
tions of the Food and Drug Administra-
tion, except as provided in §5.11. The
reservation of authority contained in
Chapter 2-000 of the Department Orga-
nization Manual shall not apply.

(16) Functions vested in the Sec-
retary under section 1103 of Executive
Order 11490, as amended by Executive
Order 11921, which relate to emergency
health functions as they pertain to the
operations and functional responsibil-
ities assigned to the agency. This au-
thority shall be exercised in accord-
ance with section 102 and pertinent sec-
tions of part 30 of Executive Order 11490
and guidelines promulgated by the Fed-
eral Preparedness Agency of the Gen-
eral Services Administration; Office of
the Secretary, HHS; and Office of the
Assistant Secretary for Health.

(17) Function vested in the Secretary
of authorizing and approving miscella-
neous and emergency expenses of en-
forcement activities.

(18) Functions vested in the Sec-
retary under the Federal Advisory
Committee Act, Public Law 92-463, to
make determinations that advisory
committee meetings are concerned
with matters listed in 5 U.S.C. 552(b)
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and therefore may be closed to the pub-
lic for those committees under the ad-
ministrative jurisdiction of the Com-
missioner of Food and Drugs. This au-
thority may be redelegated to a single
official who reports directly to the
Commissioner of Food and Drugs. This
authority is to be exercised in accord-
ance with the requirements of the Fed-
eral Advisory Committee Act and only
with respect to the following:

(i) Meetings, to the extent that they
directly involve review, discussion or
consideration of records of the Depart-
ment which are exempt from disclosure
under 5 U.S.C. 552(b) (4), (6), and (7),
namely, (a) records containing trade
secrets and commercial or financial in-
formation obtained from a person and
privileged or confidential; (b) per-
sonnel, medical and similar files the
disclosure of which would constitute a
clearly unwarranted invasion of per-
sonal privacy; and (c¢) investigatory
files compiled for law enforcement pur-
poses;

(ii) Meetings to the extent that they
involve the review, discussion, and
evaluation of specific drugs and devices
regulated by FDA which are intended
to result in recommendations for regu-
latory decisions under the Federal
Food, Drug, and Cosmetic Act and
which are concerned with matters list-
ed in 5 U.S.C. 552(b) (4), (6), and (7);

(iii) Meetings held for the sole pur-
pose of considering and formulating ad-
vice which the committee will give or
any final report it will render, Pro-
vided:

(a) The meetings will involve solely
the internal expression of views and
judgments of the members and it is es-
sential to close the meeting or portions
thereof to protect the free exchange of
such views and avoid undue inter-
ference with agency or committee op-
erations, and such views if reduced to
writing would be protected from man-
datory disclosure under 5 U.S.C. 552(b);

(b) The meeting is closed for the
shortest time necessary, summarizing
the work of the committee during the
closed session, and a report, prepared
by the executive secretary will be
made available promptly to the public.

(c) When feasible, the public is given
a timely opportunity to present rel-
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evant information and views to the
committee; and

(d) Concurrence for closing the meet-
ings for such purpose is obtained from
the Office of the General Counsel and
the Office of Public Affairs.

(19) Functions vested in the Sec-
retary under the second sentence of
section 310(a) and under section 310(b)
(Health Conferences and Health Edu-
cation Information) of the Public
Health Service Act (42 U.S.C. 2420), as
amended, to call for a conference and
invite as many health authorities and
officials of State or local public or pri-
vate agencies or organizations as
deemed necessary or proper on subjects
related to the functions of the Food
and Drug Administration, and to issue
information related to health for the
use of the public and other pertinent
health information for the use of per-
sons and institutions concerned with
health services when such information
is related to the functions of the Food
and Drug Administration.

(20) Functions vested in the Sec-
retary under section 2101 of the Public
Health Service Act (42 U.S.C. 219) as
amended, to accept offers of gifts, ex-
cluding the acceptance of gifts of real
property. Only the authority to accept
unconditional gifts of personal prop-
erty valued at $5,000 or less may be re-
delegated.

(21) Functions vested in the Sec-
retary under section 362 of the Public
Health Service Act (42 U.S.C. 265), as
amended, which relate to the prohibi-
tion of the introduction of foods, drugs,
devices, cosmetics, electronic products,
and other items or products regulated
by the Food and Drug Administration
into the United States when it is deter-
mined that it is required in the inter-
est of public health when such func-
tions relate to the law enforcement
functions of the Food and Drug Admin-
istration.

(22) Functions vested in the Sec-
retary under section 1003(b)(3), title X,
of the Public Works and Economic De-
velopment Act of 19656 (42 TU.S.C.
3246b(b)(3)) to waive any matching re-
quirements for programs or projects of
State and local governments funded
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under title X of that act where it is de-
termined that State or local govern-
ments concerned cannot reasonably ob-
tain any non-Federal contributions.

(23) Functions vested in the Sec-
retary under section 401(a) of the Lead-
Based Paint Poisoning Prevention Act,
as amended by Pub. L. 94-317 (42 U.S.C.
4831(a)) relating to the prohibition of
the application of lead-based paint to
cooking, drinking, or eating utensils.

(24) Functions vested in the Sec-
retary for the health information and
health promotion program under title
XVII of the Public Health Service Act
(42 U.S.C. 300u et seq.), as amended, in-
sofar as the authorities pertain to
functions assigned to the Food and
Drug Administration. The delegation
includes, but is not limited to, the au-
thorities under: section 1702(a) (1) and
(3) and section 1704 (1), (2), and (6). The
delegation excludes the authority to
select all Senior Executive Service,
supergrade and equivalent, and Sched-
ule C (GS-12 and above) positions; pro-
mulgate regulations; and submit re-
ports to the President.

(256) To administer a Small Business
Innovation Research Program under
section 9 of the Small Business Act (15
U.S.C. 638), as amended. The delegation
excludes the authority to promulgate
regulations, establish advisory councils
and committees, appoint members to
advisory councils and committees, and
submit reports to Congress.

(26) Functions vested in the Sec-
retary under sections 982 and 983 of the
Consumer-Patient Radiation Health
and Safety Act of 1981 (42 U.S.C. 10007
and 10008), as amended. The delegation
excludes the authority to promulgate
regulations and submit reports to Con-
gress. The authority delegated under
section 983 of the Act may only be ex-
ercised as it relates to functions as-
signed to the Food and Drug Adminis-
tration.

(27) Functions vested in the Sec-
retary under section 156 of title 35 of
the U.S. Code (35 U.S.C. 156), as amend-
ed, which allows for the extension of
patent terms for human drug products,
medical devices, food additives, and
color additives subject to the Federal
Food, Drug, and Cosmetic Act. These
authorities may be redelegated except
the authority to make due diligence
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determinations under section
156(d)(2)(B), which may not be redele-
gated to an Office below the Office of
the Commissioner of Food and Drugs.
(28) Functions vested in the Sec-
retary under section 1862(h) (1), (2)(A),
and (3) of the Social Security Act (42
U.S.C. 13%y (h)(1), (2)(A), and (3)), as
amended, which provides for a registry
of all cardiac pacemaker devices and
pacemaker leads for which payment
was made under this title. The ap-
proval and issuance of regulations
under that section are reserved to the
Secretary, as provided in 21 CFR 5.11.
(29) Functions vested in the Sec-
retary under the Stevenson-Wydler
Technology Innovation Act of 1980 (15
U.S.C. 3701 et seq.) (the Act), as amend-
ed, and under Executive Order No. 12591
of April 10, 1987, as they pertain to the
functions of the Food and Drug Admin-
istration. The delegation excludes the
authority to promulgate regulations
and submit reports to Congress; under
section 11(a)(2) of the Act (15 U.S.C.
3710a(a)(2)) to approve agreements and
contracts with invention management

organizations; and under section
11(c)(3)(B) of the Act (15 U.S.C.
3710a(c)(3)(B)) to propose necessary

statutory changes regarding conflict of
interest.

(i) The authorities under sections
11(c)(5) (A) and (B) of the Act (15 U.S.C.
3710a(c)(5) (A) and (B)) to disapprove or
require the modification of cooperative
research and development agreements
and licensing agreements after the
agreement is presented to the Commis-
sioner of Food and Drugs by the head
of the laboratory concerned, and to
transmit written explanation of such
disapproval or modification to the head
of the laboratory concerned, may be re-
delegated only to a senior official in
the immediate office of the Commis-
sioner.

(ii) The following authorities may
not be redelegated: The authority
under section 11(b)(3) of the Act (15
U.S.C. 3710a(b)(3)) to waive a right of
ownership which the Federal Govern-
ment may have to an invention made
under a cooperative research and devel-
opment agreement; the authority
under section 11(b)(4) of the Act (15
U.S.C. 3710a(b)(4)) to permit employees
or former employees to participate in
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efforts to commercialize inventions
they made while in the service of the
United States; the authority under sec-
tion 11(c)(3)(A) of the Act (15 U.S.C.
3710a(c)(3)(A)) to review employee
standards of conduct for resolving po-
tential conflicts of interest; the au-
thority under section 13(a)(1) of the Act
(15 U.S.C. 3710c(a)(1)) to retain any roy-
alties or other income, except as pro-
vided in section 13(a)(2) of the Act (156
U.S.C. 3710c(a)2)); and the authority
under section 13(a)(1)(A)(i) of the Act
(15 U.S.C. 3710c(a)(1)(A)()) to pay roy-
alties or other income the agency re-
ceives on account of an invention to
the inventor if the inventor was an em-
ployee of the agency at the time the in-
vention was made.

(iii) Any authorities under paragraph
(a)(29) of this section delegated by the
Commissioner of Food and Drugs may
not be further redelegated.

(30) Functions vested in the Sec-
retary under sections 4702, 4703, and
4704 of the Pesticide Monitoring Im-
provements Act of 1988 (21 U.S.C. 1401-
1403) which relate to pesticide moni-
toring and enforcement information,
foreign pesticide information, and pes-
ticide analytical methods. The delega-
tion excludes the authority to submit
reports to Congress.

(31) Functions vested in the Sec-
retary under the Government Patent
Policy Act of 1980 as amended by the
Federal Court Reorganization Act of
1984, as they pertain to the functions of
the Food and Drug Administration
(FDA). The delegated authorities, to be
exercised in compliance with all exist-
ing rules and regulations regarding
patent and invention rights and re-
sponsibilities, are restricted to the ex-
tent that 35 U.S.C. 203, as amended,
may not be redelegated and that under
35 U.S.C. 207(a), the Assistant Sec-
retary for Health is to be notified of
any significant invention, patent, or li-
cense, so that the Assistant Secretary
for Health may decide whether or not
documentation concerning any such in-
vention, patent, or license should be
submitted to the Assistant Secretary
for Health for signature. All other au-
thorities may be redelegated to offi-
cials at the level equivalent to bureau
and institute directors.
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(i) Disposition of rights, 35 U.S.C.
202(c)(7), as amended: The authority to
permit a nonprofit organization to as-
sign the rights to a subject invention
in the United States to organizations
which do not have as one of their pri-
mary functions the management of in-
ventions.

(ii) Disposition of rights, 35 U.S.C.
202(d), as amended: The authority to
permit a contractor to grant requests
for retention of rights by the inventor.

(iii) Disposition of rights, 35 U.S.C.
202(e), as amended: The authority to
transfer or assign whatever rights FDA
may acquire in the subject invention in
any case when an agency employee is a
coinventor of any invention made
under a funding agreement with a non-
profit organization or small business
firm. Such rights may be transferred or
assigned from the FDA employee to the
contractor subject to the conditions
set forth in this chapter.

(iv) March-in-rights, 35 U.S.C. 203, as
amended: The authority to require the
contractor to grant nonexclusive, par-
tially exclusive, or exclusive licenses
to responsible applicant(s), or the au-
thority for FDA to grant such licenses,
provided such action would be in the
best interest of FDA, in accordance
with all provisions of this section.

(v) Preference for United States in-
dustry, 35 U.S.C. 204, as amended: The
authority to waive the preference for
U.S. industry requirement.

(vi) Domestic and foreign protection
of federally owned inventions, 35 U.S.C.
207(a) as amended, the authority to:

(A) Apply for, obtain, and maintain
patents or other forms of protection in
the United States and in foreign coun-
tries on inventions in which the Fed-
eral Government owns a right, title, or
interest;

(B) Grant nonexclusive, exclusive, or
partially exclusive licenses under fed-
erally owned patent applications, pat-
ents, or other forms of protection ob-
tained, royalty-free or for royalties or
other consideration, and on such terms
and conditions, including the grant to
the licensee of the right of enforcement
pursuant to the provisions of chapter
29 of title 35 as determined appropriate
in the public interest;
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(C) Undertake all other suitable and
necessary steps to protect and admin-
ister rights to federally owned inven-
tions on behalf of the Federal Govern-
ment either directly or through con-
tract; and

(D) Transfer custody and administra-
tion, in whole or in part, to another
Federal agency, of the right, title, or
interest in any federally owned inven-
tion.

(vii) Determination as to domestic
rights and notice to employee of deter-
mination, 45 CFR 7.3 and 7.7, as amend-
ed, authority to:

(A) Leave title to invention in the
FDA employee inventor where the Gov-
ernment has insufficient interest in an
invention to obtain the entire domestic
right, title, and interest therein; and

(B) Notify the FDA employee inven-
tor of the determination in writing.

(32) Functions vested in the Sec-
retary under sections 2312(a)(1) and
(2)B), (b), and (c¢c) (Use of Investiga-
tional New Drugs with Respect to Ac-
quired Immunodeficiency Syndrome);
2314(c) (Scientific and Ethical Guide-
lines for Certain Treatments); and 2317
(d) and (e) (Information Services) of
title XXIII of the Public Health Serv-
ice Act (42 U.S.C. 300cc-12(a)(1) and
(2)(B), (b) and (c), 300cc-14(c) and 300cc—
17 (d) and (e), as amended, insofar as
these authorities pertain to the func-
tions assigned to the Food and Drug
Administration. The delegation ex-
cludes the authority to promulgate
regulations, submit reports to the Con-
gress, establish advisory committees or
national commissions, and appoint
members to such committees or com-
missions.

(33) Functions vested in the Sec-
retary under section 2672(a)(1) (A) and
(B) (Provisions Relating to Blood
Banks) and section 2672(a)(2) (Informa-
tion and Training Programs) of the
Public Health Service Act (42 U.S.C.
300ff et seq.), as amended, insofar as
these authorities pertain to the func-
tions assigned to the Food and Drug
Administration. The delegations ex-
clude the authority to promulgate reg-
ulations, submit reports to the Con-
gress, establish advisory committees or
national commissioners, and appoint
members to such committees or com-
missions.
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(34) Functions vested in the Sec-
retary under sections 1322(b) and (c) of
the Food, Agriculture, Conservation,
and Trade Act of 1990 (the National
Laboratory Accreditation Program) (7
U.S.C. 138a), as amended hereafter,
which relate to setting standards for
the National Laboratory Accreditation
Program and approving State agencies
or private, nonprofit entities as accred-
iting bodies to implement certification
and quality assurance programs in ac-
cordance with the requirements of this
section. The delegation excludes the
authority to submit reports to Con-
gress.

(35) Functions vested in the Sec-
retary under part C, subtitle 2 of title
XXI of the Public Health Service Act
(42 U.S.C. 300aa-25 et seq.), as amended,
and the National Childhood Vaccine In-
jury Act of 1986 (42 U.S.C. 300aa—-1 note),
as amended hereafter, as follows:

(i) Section 2125 of the Public Health
Service Act (42 U.S.C. 300aa—-25)—Re-
cording and reporting of information.

(ii) Section 2127 of the Public Health
Service Act (42 U.S.C. 300aa-27)—Man-
date for safer childhood vaccines.

(iii) Section 2128 of the Public Health
Service Act (42 U.S.C. 300aa—28)—Manu-
facturer recordkeeping and reporting.

(iv) Section 312 of the National Child-
hood Vaccine Injury Act of 1986—Re-
lated studies.

(v) Section 313 of the National Child-
hood Vaccine Injury Act of 1986—Study
of other vaccine risks.

(vi) Section 314 of the National Child-
hood Vaccine Injury Act of 1986—Re-
view of warnings, use instructions, and
precautionary information.

(vii) The delegation excludes the au-
thority to issue regulations and submit
reports to Congress.

(36) Functions vested in the Sec-
retary under section 354(b) through (1)
and (n), (o), (q), and (r) of the Public
Health Service Act (section 2 of the
Mammography Quality Standards Act
of 1992 (Pub. L. 102-539)), as amended,
which deal with the certification of
mammography facilities. The delega-
tion excludes the authority to submit
reports to Congress.

(37) Functions vested in the Sec-
retary under section 811(h)(4) of the
Controlled Substances Act (Title II of
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the Comprehensive Drug Abuse Preven-
tion and Control Act of 1970, as amend-
ed) to provide responses to the Drug
Enforcement Administration’s tem-
porary scheduling notices. The delega-
tion excludes the authority to submit
reports to Congress.

(38) Functions vested in the Sec-
retary under the Safe Medical Devices
Act of 1990 (Pub. L. 101-629), as amend-
ed. The delegation excludes the author-
ity to submit reports to Congress.

(39) Functions vested in the Sec-
retary under section 601 of Effective
Medication Guides of the Agriculture,
Rural Development, Food and Drug Ad-
ministration, and Related Agencies Ap-
propriations Act of 1997 (Pub. L. 104
180), as amended hereafter. The delega-
tion excludes the authority to issue re-
ports to Congress.

(b) The Chief Counsel of the Food and
Drug Administration, i.e., the Asso-
ciate General Counsel in charge of the
Food and Drug Division, has been au-
thorized to report apparent violations
to the Department of Justice for the
institution of criminal proceedings,
pursuant to section 305 of the Federal
Food, Drug, and Cosmetic Act, section
4 of the Federal Import Milk Act, and
section 9(b) of the Federal Caustic Poi-
son Act.

(c) The Director, Office of Manage-
ment, Public Health Service, has re-
delegated to the Commissioner of Food
and Drugs, with authority to redele-
gate, the authority to certify true cop-
ies of any books, records, or other doc-
uments on file within the Food and
Drug Administration or extracts from
such; to certify that true copies are
true copies of the entire file of the Ad-
ministration; to certify the complete
original record or to certify the non-
existence of records on file within the
Administration; and to cause the Seal
of the Department of be affixed to such
certifications and to agreements,
awards, citations, diplomas, and simi-
lar documents.

(d) The Executive Officer, Public
Health Service, has redelegated to the
Commissioner of Food and Drugs ap-
peal authority to take final action
upon an individual’s appeal of a refusal
to correct or amend the individual’s
record when the appeal has been made
by the individual under Privacy Act
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regulations (part 21 of this chapter and
45 CFR part 5b). The authority may not
be redelegated.

(e) [Reserved]

(f) The Secretary of Health and
Human Services has redelegated to the
Commissioner of Food and Drugs, or
his designee, the authority to take
final action on matters pertaining to
section 203 of the Equal Access to Jus-
tice Act (b U.S.C. 504), and to develop
procedures and regulations where nec-
essary to supplement the Department’s
regulations, 45 CFR part 13.

[42 FR 15560, Mar. 22, 1977]

EDITORIAL NOTE: For FEDERAL REGISTER ci-
tations affecting §5.10, see the List of CFR
Sections Affected, which appears in the
Finding Aids section of the printed volume
and on GPO Access.

§5.11 Reservation of authority.

(a) Notwithstanding provisions of
§5.10 or any previous delegations of au-
thority to the contrary, the Secretary
reserves the authority to approve regu-
lations of the Food and Drug Adminis-
tration, except regulations to which
sections 556 and 557 of title 5 U.S.C.
apply, which:

(1) Establish procedural rules appli-
cable to a general class of foods, drugs,
cosmetics, medical devices, or other
subjects of regulation; or

(2) Present highly significant public
issues involving the quality, avail-
ability, marketability, or cost of one or
more foods, drugs, cosmetics, medical
devices, or other subjects of regulation.

(b) Nothing in this section precludes
the Secretary from approving a regula-
tion, or being notified in advance of an
action, to which sections 556 and 557 of
title 5 U.S.C. apply, which meets one of
the criteria in paragraph (a) of this sec-
tion.

(c) This reservation of authority is
intended only to improve the internal
management of the Department of
Health and Human Services, and is not
intended to create any right or benefit,
substantive or procedural, enforceable
at law by a party against the United
States, the Department of Health and
Human Services, the Food and Drug
Administration, any agency, officer, or
employee of the United States, or any
person. Regulations issued by the Food
and Drug Administration without the



