Federal Administrative Agencies

Background and Sources



1. Delegated powers
- President
- Congress
-Agencies created by enabling statute

21 U.S.C. 8 350e

§ 350e. Sanitary transportation practices
(a) Definitions

(b) Regulations

The Secretary shall by regulation require shippers, carriers by motor vehicle
or rail vehicle, receivers, and other persons engaged in the transportation of
food to use sanitary transportation practices prescribed by the Secretary to
ensure that food is not transported under conditions that may render the food
adulterated.



2. Statutory Requirements

- Federal Register Act (1935) (codified at 44 U.S.C.
Chp. 15 (8§ 1501 1511)

Federal Register (F.R.)
Code of Federal Regulations (C.F.R.)
Government Manual

- Administrative Procedure Act (1946)
(codified at 5 U.S.C. Pt. 1, Chp. 5, Subch. Il (8§ 5511 559)

Types of Rule Making (Formal and Informal)

Attorney General 6s Manu

Administrative Procedure Act.
Available at ttp://www.oalj.dol.gov/PUBLIC/APA/REFERENCES/REFERENCE WORKS/AGTC.HTM



http://www.oalj.dol.gov/PUBLIC/APA/REFERENCES/REFERENCE_WORKS/AGTC.HTM

The Government of the United States
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The Vice President
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Executive Office of the President
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Office of the Vice President
Council of Economic Advisers
Council on Environmental Quality
National Security Council
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Office of Management and Budget
Office of National Drug Control Policy
Office of Policy Development

Office of Science and Technology Policy
Office of the U.S. Trade Representative
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Defense
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Federal Communications Commission
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National Labor Relations Board

Securities and Exchange Commission

U.S. Postal Service

Equal Employment Opportunity Commission




Functions of Administrative Agencies:

- Rulemaking (legislative)
- Adjudication (judicial)
- Ratemaking, licensing

- Enforcement



Rulemaking Procedures:

1. Formal
APA governs
only when required by enabling statute
hearing required with witnesses

2. Informal (a.k.a. Notice and Comment)
APA governs
Basic publication requirements

Steps:

1. Notice of proposed rulemaking (must
Include comments revealing
agency thinking)

2. Comment period

3. Final rule (must provide explanation of

comments received, reason for final form.



Ossification of Rulemaking
- Judicial Review
- Formal requirements of process

- Regulatory requirements
Source: Executive orders & statutes

Types:
paperwork reduction
environmental impact
small business



Alternative forms of rulemaking

3. Negotiated Rulemaking
Negotiated Rulemaking Act controls

4. Direct Rulemaking
For fAcnoonnt r over si al O 1 SSuUE
Final rule published

If no negative comments within specified time
period it becomes final

5. Best Practices



Rules exempt from notice/comment requirement:

1. Rules of organization, procedure and
practice.

2. Interpretive rules and policy statements
- contrasted with legislative or
substantive rules



Adjudication

1. Formal 7 statutory requirements (APA governs)

2. Informal 7 APA does not govern



Administrative Law Research

Rules: Using the FR & CFR
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- Final Rules

- Notices

-Executive Orders
& Proclamations

Faderal Registst

- Incorporations by
reference
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ENVIRONMENTAL PROTECTION

Issuing Agency —— Acency

40 CFR Part 790
C.F.R. involved — [EPA-HQ—-OPPT—2009—0894; FRL-8802-6]

RIN 2070-AJ5%

Amendments to Enforceable Consent
Agreement Procedural Rules

: Aronmental Protection
gency (EFA)
ACTION: Propozed rule.

g +ER Posing to revise the
procedures for developing Enforceable
Consent Agreements (ECAs) to generate
test data under the Toxic Substances
Control Act ([TSCA). The main features
of the ECA process that EPA is
proposing to change include when and
how to initiate negotiations and
inserting a firm deadline at which
negotiations will terminate. EPA i= also
proposing to amend several sections in
40 CFE. part 790 to place the ECA
provisions in one section and the
Interagency Testing Committee (ITC)
provisions in a separate section, to make
it clearer that there is one ECA
negotiation procedure applicable to all
circumstances when an ECA would be
appropriate and to make conforming
changes in other sections that reference
the ECA procedures.

DATES: Comments must be received on
or before March 22, 2010,

ADDRESSES: Submit your comments,
identified by docket identification (ID)
number EPA-HO-OPPT-2009-0894, by
one of the following methods:

* Federal eRulemaking Portal: hetp://
www.regulations. gov. Follow the on-line
instructions for submitting comments,

* Mail: Document Control Office
(7407 M), Office of Pollution Prevention
and Toxice (OPPT). Environmental
Protection Agency, 1200 Pennsylvania
Ave,, NW., Washington, DC 20460
nnn.

Type of Action

the docket without change and may be
made available on-line at http
www.regulations gov, including any
personal information provided, unless
the comment includes information
claimed to be Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Do not submit information that you
consider to be CBI or otherwize
protected through regulations.gov or e-
mail. The regulations.gov website is an
“anonymous access” system, which
means EPA will not know your identity
or contact information unless you
provide it in the body of your comment.
If you send an e-mail comment directly
to EPA without going through
regulations.gov, your e-mail address
will be automatically captured and
included as part of the comment that is
placed in the docket and made available
on the Internet. If you submit an
electronic comment, EPA recommends
that you include your name and other
contact information in the body of your
comment and with any disk or CD-ROM
you submit. If EPA cannot read your
comment due to technical difficulties
and cannot contact you for clarification,
EPA may not be able to consider your
comment. Electronic files should avoid
the use of special characters, any form
of encryption, and be free of any defects
or viruses.

Docket: All documents in the docket
are listed in the docket index available
at httpYwww.regulations.gov, Although
listed in the index, some information is
not publicly available, e.g., CBI or other
information whose disclosure is
restricted by statute, Certain other
material, such as copyrighted material,
will be publicly available only in hard
copy. Publicly available docket
materials are available electronically at
httpYwww.regulations. gov, or, if only
available in hard copy, at the OFPT
Docket. The OPPT Docket is located in
the EPA Docket Center (EPA/DC) at Rm.

3334, EPA West Bldg., 1301

Cametitntinn Awva WW Wachinotom

general information contact: Colby
Lintner, Eegulatory Coordinator,
Environmental Assistance Divizion
(F408M), Office of Pollution Prevention
and Toxics, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 204600001, telephone
number: (202] 554—-1404; e-mail address:
TSCA-Hotline@epa.gov.

For technical information contfact:
Jessica Barkas, Chemical Control
Division (7405M), Office of Pollution
Prevention and Toxice, Environmental
Protection Agency, 1200 Pennsylvania
Ave,, NW., Washington, DC 20460-
0001; telephone number: (202) 250-
8880; e-mail address:
barkas.jessica@epa.gov.

SUPPLEMENTARY INFORMATION:

I. General Information

A, Does This Action Apply to Me?

You may be potentially affected by
this action if you manufacture (defined
by statute to include import) or process
chemical substances. Potentially
affected entities may include, but are
not limited to:

¢ Manufacturers (defined by statute to
include importers) of chemical
substances (MAICS codes 325 and
324110}, e.g., chemical manufacturing
and petroleum refineries.

¢ Processors of chemical substances
[MAICS codes 325 and 324110], e.g.,
chemical manufacturing and petroleum
refineries.

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
[MAICS] codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities, If you have any
questions regarding the applicability of

this action to a particular entity, consult
tha tarhnical narcan lotad 1mdar EAD



Federal Regisler/Vol. 68, No. 30/ Thursday, February

13, 2003 /Rules and Regulations

7321

() With regard to any determination
as to an alien candidate's elipibility for
training, when appropriate, the

Department will inform the Secretary of

State and the Secretary of Homeland
Security as to the identity of the alien
and the determination made.

Datend: Fobruary 62003,
John Asheroft,
Aftorney General,
|FR Doc, 03-3384 Filad 2-12-03; 8:45 am|
BILLING CODE 4410-19-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[CA280-0390B; FRL-7451-1]

Interim Final Determination That State
Has Corrected Rule Deficiencies and
Stay and/er Deferral of Sanctions, San
Joaguin Valley Unified Air Pollution
Contrel District

AGENCY: Environmental Protection
Agency (EPAL
ACTION: Intarim final rule.

SUMMARY: EPA is making an intarim
final determination to stay and/or defer
imposition of sanctions based on a
proposed approval of revisions to the
San Joaquin Valley Unified Air
Pollution Contral District (STVUAPCD

ar Mictriet] nortinn f tho Califrenia

State Implementation Plan [SIF]
published elsewhera in today’s Federal
Register. The revisions concern
SIVUAPCD Rules 2020 and 2201,
DATES: This interim final determination
is affective on February 13, 2003,
However, comments will be accepted
until March 17, 2002,

ADDRESSES: Mail comments to Ed Pike,

Permits Office [AIR-3), U.8.

Environmental Protection Agency,

Region IX, 75 Hawthomne Street, San

Francisco, Cr‘s. 4105,

You can inspect copies of the
submitted rules that are the basis for
today’s action at our Region IX office
during normal business hours: Pemmits
Office [AIR-3), Air Division, TLS.
Environmental Protection Agency,
Region IX, 75 Hawthome Street, San
Francisco, CA 94105,

You may also see copies of the
submitted rules at the following
locations:

California Air Resources Board,
Stationary Source Division, Rule
Evaluation Section, 1001 “1" Street,
Sacramento, CA 95814,

San Joaquin Valley Unified APCD, 1990
E. Cettvshure, Fresno, CA 93726,

A copy of the rules may also he
available via the Internat at Attp./f
www.arh.ca.gov/idrdb/ded bitxthtm.
Ploase be advised that this is not an EPA
Web site and may not contain the same
version of the rules that were submittad
to EFA.

FOR FURTHER INFORMATION CONTACT: Ed
Pike, EPA Region IX, (415) 972-3970 ar
send email to pike.ed@epa,gov.

SUPPLEMENTARY INFORMATION:
Throughout this document, “we,”™ "us”
and “our” refer to EPA,

1. Background

On July 19, 2001, we published a
limited approval and limited
disapproval of SfTVUAPCD Rules 2020
and 2201 as adopted locally on
September 17, and August 20, 1998,
respectively, and submitted by the State
on October 27, and September 20, 1998,
respectively. 66 FR 37587 (July 19,
2001). We based our limited disapproval
action on certain deficiencies in the
submittal. This limited disapproval
action started a sanctions clock for
imposition of offset sanctions 18 months
aftar August 19, 2001 (the effective date
of our limited disapproval) and highway
sanctions six months after the offset
sanction is imposed, pursuant to section
179 of the Clean Air Act (CAA) and our
regulations at 40 CFR 52.31.

On December 19, 2002, the
SIVUAPCD ﬂdoﬂ;ted revisions to Rules

2nan and 22011 that wamn intondod tn

correct the deficiencies identified in our
limited disapproval action. On
December 22, 2002, the State submitted
these revisions to EPA.

In the Proposed Rules section of
today's Federal Register. we have
proposed approval of revised Rules
2020 and 2201 because we balieve the
revisions correct the deficiencies
specified in our July 19, 2001, limited
disapproval action.? Based on our
proposed approval of the District’s
revisions to Rules 2020 and 2201, we
are taking this final rulemaking action,
affective on publication, to stay and/or
dafer imposition of sanctions that were
triggerad by our July 19, 2001, limited
disapproval.

it cannol provide *ne
state T prohibits the
ing out the Prevention of Signific
on [PSH1 or nonatiinment New Soume
Reviewr (MER) pontions of the SIP becose California
Health & Safely Code sadion 4231006 exanpls
agricoliur: urces from pemnitting requiremeants.
This additional action will require the H1
provide the necessary assurances ol authority
required (o implernent the NSR program in the

1 Nisi rie it applies to major agricnlbaral sources.
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This section of the FEDERAL REGISTER
containg regulatory documants having genaral
applicability and legal effect, most of which
are keyed to and codified in the Codsa of
Fadaral Regulations, which iz published undar
50 fitles pursuant to 44 U.S.C. 1510.

The Code of Faderal Regulations is sold by
the Superintendant of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER issue of each week.

DEPARTMENT OF AGRICULTURE

Matural Resources Conservation
Service

7 CFR Part 652

RIN 0578—AA48

Technical Service Provider Assistance

AGENCY: Natural Resources
Conservation Service, United States
Department of Agriculture.

ACTION: Final rule.

SUMMARY: This Final rule amends the
MNatural REesources Conservation Service
[MRCS) regulations for technical service
provider (TSP) provisions under the
Food Security Act of 1985, The Food,
Conservation, and Energy Act of 2008
(2008 Act) amended the TSP provisions,
and MRCS published an interim final
rule on January 16, 2009, to incorporate
these changes. This final rule responds
to public comments received to the
interim final rule, and confirms the
changes made to the TSP regulations,
with minor adjustments.

DATES: Effective datfe: This rule is
effective February 12, 2010,

EAR CHETUED INEADR ATIOM &k T A ST

potential impacts associated with this
program when it promulgated the
January 16, 2000, interim final rule. A
copy of the analysis is available upon
request from Barbara Eggers. Acting
Team Leader, Technical Service
Provider Team, Department of
Agriculture, Natural Resources
Conservation Service, 1400
Independence Avenue, SW.. Room 5236
South Building, Washington, DC 20250,

Regulatory Flexibilify Act

MECS has determined that the
Regulatory Flexibility Act is not
applicable to this final rule because
NERCS is not required by 5 1.5.C. 553,
or any other provision of law, to publish

a notice of proposed rulemaking with
respect to the subject matter of this rule.

Environmental Analysis

The regulations promulgated by this
final rule establish a process of using
T5Ps to provide technical assistance to
participants in certain USDA
conservation programs. The regulations
do not take or authorize any actions that
will have any effect on the human
environment. Accordingly, a separate
analysis for this rulemaking under the
Mational Environmental Policy Act is
not required.

Civil Rights Impact Analysis

MECS has determined through a Civil
Rights Impact Analysis that the issnance
of this final rule discloses no
disproportionately adverse impact for
minorities, women, or persons with
disabilities. The data presented
indicates producers who are members of
the historically underserved groups
have participated in USDA proerams at

be obtained from Barbara Eggers, Acting
Team Leader, Technical Service
Provider Team. Department of
Agriculture, Natural Resources
Conservation Service, 1400
Independence Avenue, SW., Room 5236
South Building, Washington, DC 20250.

Paperwork Reduction Act

Section 2904 of the 2008 Act provides
that the promulgation of regulations and
the administration of Title II of this Act
will be made without regard to chapter
35 of Title 44 of the U.5.C., also known
as the Paperwork Reduction Act.
Therefore, MRCS is not reporting
recordkeeping or estimated paperwork
burden associated with this final rle.

Government Paperwork Elimination Act

MRCS is committed to compliance
with the Government Paperwork
Elimination Act and the Freedom to E-
File Act, which require government
agencies in general to provide the public
the option of submitting information or
transacting business electronically to
the maximum extent possible. To better
accommodate public access, NRCS has
developed an online application and
information system, TechBeg, for use by
the public and TSPs.

Execufive Order 12088

Thie final rule has been reviewed in
accordance with Executive Order 12988,
Civil Justice Feform. The provisions of
thiz final rule are not retroactive. The
provisions of this final rule preempt
State and local laws to the extent such
laws are inconsistent with this final
rule. Before an action may be brought in
a Federal court of competent
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Executive Orders

Presidential Documents

Executive Order 13496 of January 30, 2009

Notification of Employee Rights Under Federal Labor Laws

By the authority vested in me as President by the Constitution and the
laws of the United States of America, including the Federal Property and
Administrative Services Act, 40 U.5.C. 101 ef seq.. and in order to ensure
the economical and efficient administration and completion of Government
contracts, it is hereby ordered that:

Section 1. Policy. This order is designed to promote economy and efficiency
in Government procurement. When the Federal Government contracts for
goods or services, it has a proprietary interest in ensuring that those contracts
will be performed by contractors whose work will not be interrupted by
labor unrest. The attainment of industrial peace is most easily achieved
and workers' productivity is enhanced when workers are well informed
of their rights under Federal labor laws, including the National Labor Rela-
tions Act [Act), 29 U.5.C. 151 ef gseq. As the Act recognizes, “encouraging
the practice and procedure of collective bargaining and . . . protecting
the exercise by workers of full freedom of association, self-organization.
and designation of representatives of their own choosing, for the purpose
of negotiating the terms and conditions of their employment or other mutual
aid or protection” will “eliminate the causes of certain substantial obstruc-
tions to the free flow of commerce™ and “mitigate and eliminate these
obstructions when they have occurred.” 29 11.5.C. 151. Relying on contractors
whose employees are informed of such rights under Federal labor laws
facilitates the efficient and economical completion of the Federal Govemn-
ment’s contracts,
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Federal Register
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Wednesday, February 25, 2009

This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effact, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.5.C. 1510,

The Code of Federal Regulations is sold by
the Superintendent of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER izsus of each week.

POSTAL SERVICE
39 CFR Part 20

International Mail Manual;
Incorporation by Reference

AGENCY: Postal Bervice.
ACTION: Final rule.

sUMMARY: The Postal Service announces
the issuance of Issue 35 of the
International Mail Manual (IMM], and
its incorporation by reference in the
Code of Federal Regulations.
DATES: Effective Date: This final rule is
affective on February 25, 2000, The
incorporation by reference of lssue 35 of
the VM is approved by the Director of
the Faderal Register as of February 25,
20049,
FOR FURTHER INFORMATION CONTACT:
Christy Bonning, (202) 268-2108,
SUPPLEMENTARY INFORMATION: [3sue 35 of
the International Mail Manual was
issued on May 12, 2008. It replaced all
pravious editions. Issue 35 of the MM
continues to serve the objectives of the
Postal Service's Transformation Plans,
the 20042008 Five-Year Strategic Plan,
the Strategic Transformation Plan 2006—
2010, and Vision 2013, Plan for 2009-
2013 to enable the Postal Service to
fulfill its long-standing mission of
providing affordable, universal mail
service. The Plans' key strategies
include improving operational
afficiency, supporting growth through
added value to customers, and
enhancing the Postal Service's
performance-based culture,

In addition, Issue 35 sets forth
specific changes such as new mailing
standards and pricing for shape-based

International services, commercial base
pricing and commercial volume pricing
for Express Mail International and
Priority Mail International Services,
Izzue 35 also corrects various printing
and format errors and omissions in the
previous Issue.

The International Mail Manual is
available to the public on a subacription
basis only from: New Orders,
Buperintendent of Documents, P.O. Box
371054, Pittsburgh, PA 15250-7054,
The subscription price for one issue is
currently $42 to addresses in the United
States, and $55.80 to all foreign
addresses, The IMM is also published
and available to all users on the Internst
at hitp://pe.usps.gov.

List of Subjects in 39 CFR Part 20

Foreign relations: Incorporation by
raference.
B In view of the considerations
discuased above, the Postal Service
hereby amends 39 CFR Part 20 as
followa:

PART 20—INTERNATIONAL POSTAL
SERVICE

B 1. The authority citation for part 20
continues to read as follows:

Authority: 5 11.5.C. 552(a); 39 UL5.C. 401,
404, 407, 408, 3622, 3632, and 3633,

W 2. Section 20.1 is revised toread as
followa:

§20.1 International Mail Manual;
incorporation by referenca.

(a) Bection 552(a) of Title 5, U.B.C.,
relating to the public information
requiraments of the Administrative
Procedura Act, provides in pertinent

art that matter reasonably available to
the class of persons affected thereby is
deemed published in the Federal
Register when incorporated by referemce
therein with the approval of the Director
of the Federal Register. In conformity
with that provision, with 39 U.5.C.
section 410(b)(1], and as provided in
this part. the 11.S, Postal Service hereby
incorporates by reference its
International Mail Manual (INMM), Issue
25, dated Mav 12, 2008, The Director of

the VM are listed in the following
table:

Irternational mail

manual Date of issuance

Novernber 13, 1981,
March 1, 1983

July 4, 1985,
September 18, 1985,
April 21, 1988,
October 5, 1082
July 20, 1980,

June 28, 1950,
Fabruary 3, 1991,
June 25, 1992,
Decarnber 24, 1002,
July 8, 1993,
Fabruary 3, 1994,
August 4, 1004,
July @, 1995,
January 4, 1998,
Septamber 12, 1906,
June 9, 1947,
October 9, 1997
July 2, 1908,

May 3, 1009,
January 1, 2000.
July 1, 2000,
January 1, 2001,
July 1, 20041,
January 1, 2002,
June 30, 2002,
January 1, 2003,
July 1, 2003,
August 1, 2004,
May 31, 2005,

May 12, 2008,

W 3. Section 20.2 iz revised to read as
follows:

§£20.2 Effactive date of the International
Mail Manual.

The provisions of the International
Mail Manual Issue 35, effoctive May 12,
2008 are applicable with respect to the
international mail services of the Postal
Service,

MNeva R. Watson,
Attorney, Legislativa.

[FR Doc. Ea—3961 Filed 2-24-09; 8:45 am]
BILLING CODE TT10-12-P

POSTAL SERVICE
39 CFR Part 20

k. mE . W% B E . »oww. =



Document Incorporated by Reference

UNITED STATES
POSTAL SERVICE = USPS Home | Postal Explorer Home

Search Faostal Explorer = I Issue 25 - International bail Manual

] {_Index ) { Next> )

Mailing Standards of the_ United _States Postal Service
Mail Wanual - Cortents IMM Issue 35 - International Mail Manual
May 12, 2008, Updated With Postal Bulletin Revisions Through February 26, 2009

Update Motice PSH 7610-02-000-8304
& Update Notice # 6 Special Programs
: B §10 Postal Cualified Wholesaler
& Transmittal Letter Program

# Subscription Services
7 Treatment of Inbound Mail

& 1 International Mail Senrvices ® 710 .S, Customs Information
B 110 General Information B 720 Plant and Animal Ouarantine
B 120 Preparation for Mailing Inspection
B 130 Mailability B 730 Shortpaid Mail to the United
B 140 International Mail Categories States
B 150 Postage 5 B 740 Irregular Mail
B TH) Extra Senvices
B 760 Forwarding
& 2 Conditions for Mailing m 770 Undeliverable Mail
B 210 Global Express Guaranteed : B 730 tems Mailed Abroad by or on
B 220 Express Mail International Behalf of Senders in the United
B 230 Priority Mail International States
B 240 First-Class Mail International :
m 250 (Reserved)
® 260 Direct Sacks of Printed Matterto . # 8 (Reserved)
Cne Addressee (M-bags)
; ® 270 Eree Matter for the Blind or Other ¢ E 9 Inquiries, Indemnities, and Refunds
Forms In Physically Handicapped Persons u 910 Reports Encouraged
i B 280 {Reserved) B 920 Inquiries and Claims
B 290 Commercial Sendces : B 930 Indemnity Payments
: B 940 Postage Refunds
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21 C.F.R. § 207.20 C.F.R. Hierarchy:
Title (21)

Chapter (1)
Subchapter (C)
Part (207)
Subpart (C)
Section (207.20)

21 C.F.R. & Z07.20

Code of Federal Regulations Currentness
Title 21. Food and Drugs
Chapter I. Food and Drug Administration, Department of Health and Human
Services (Refs & Annos)
Subchapter C. Drugs: General
“E_Part 207, Registration of Producers of Drugs and Listing of Drugs in
Commercial Distribution (Refs & Annos)
"B Subpart C. Procedures for Domestic Drug Establishments
=g 207.20 Who must register and submit a drug list.




Food and Drug Administration, HHS

PART 2077 REGISTRATION OF
PRODUCERS OF DRUGS AND LISTING OF
DRUGS IN COMMERCIAL DISTRIBUTION

Subpart AT General

Sec.

207.3 Definitions

207.7 Establishment registration and product listing for human
blood and blood products and for medical devices.

Subpart B Exemptions

207.10 Exemptions for establishments.

Subpart C1 Procedures for
Domestic Drug Establishments

207.20 Who must register and submit a drug list.

Authority: 21 U.SsS.C. 321, 331,
Source: 45 FR 38043, June 6, 1980, unless otherwise noted.



§ 207.20

Sec. 207.20 Who must register and submit a drug list.

(a) Owners or operators of all drug establishments, not

exempt under section 510(g) of the act or subpart B of this
part 207, that engage in the manufacture, preparation,
propagation, compounding, or processing of a drug or
drugs shall register and submit a list of every drug in
commercial distribution (except that registration and listing
information may be submitted by the parent, subsidiary,
and/or affiliate company for all establishments when
operations are conducted at more than one establishment
and there exists joint ownership and control among all the
establishments). ¢é

(b) Owners or operators of establishments not
otherwise required to register under section 510 of the act
that distribute under their own label or trade name a drug
manufactured or processed by a registered establishment
may elect to submit listing information directly to FDA and
to obtain a Labeler Code. A distributor who submits drug
listing information shall include the registration number of
the drug establishment that manufactured, prepared,
propagated, compounded, or processed each drug listed.
All distributors who submit drug listing information to FDA
é

21 CFR Ch. 1 (4-1-08 Edition)

(c) Before beginning manufacture or processing of a drug
subject to one of the following applications, an owner or operator
of an establishment is required to register before the agency
approves it: A new drug application, an abbreviated new drug
application, a new animal drug application, an abbreviated new
animal drug application, a medicated feed mill license application,
or a biologics license application.

(d) No registration fee is required.

(e) Registration and listing do not constitute an admission, or
agreement, or determination that a product is a drug as defined in
section 201(g) of the act.

[45 FR 38043, June 6, 1980, as amended at 45 FR 32293, May
16, 1980; 52 FR 2682, Jan. 26, 1987; 55 FR 11576, Mar. 29,
1990; 64 FR 400, Jan. 5, 1999; 64 FR 56448, Oct. 20, 1999; 64
FR 63203, Nov. 19, 1999; 66 FR 5466, Jan. 19, 2001; 66 FR
59157, Nov. 27, 2001; 66 FR 5447, Jan. 19, 2001; 66 FR 59157,
Nov. 27, 2001; 66 FR 5447, Jan. 19, 2001; 72 FR 69120, Dec. 6,
2007]



Incorporation by Reference in the C.F.R.

SUBCHAPTER B—INTERNATIONAL MAIL

PART 20—INTERNATIONAL POSTAL
SERVICE

Bea,

201 Imternaticnal Mail Manual: incorpora-
tion by referencs,

0.2 EBffsctive date of the International Mail
Iannal,

203  Awailability of the International Mail
Iannal,

¥4 Amendmente to the International Mail
Ianual,

306 [Ressrvad)

AUTHORITY: & TLR,C. BB3ia) 30 TLE.C. 401,
404, 407, 408, 3052 and 3633,

BoURcE: & FE OFOG4E, Oct, 5 2004, unless
ctherwise noted,

22001 Imtermational Mail Manuoal; in-
corporiation by reference.

(a) Bection B52(a) of Title &, TLAC.,
relating to the public information re-
gquirementa of the Administrative Pro-
cedure Act, providea in pertinent part
that matter reasonably available o
the clags of persons affected thereby ia
deemed publiahed in the FEDERAL EEG-
ISTER when incorporated by reference
therein with the approval of the Direc-
tor of the Federal Eegister. In con-
formity with that provision, with 39
U.38.C. gection 410(b K1), and as provided
in this part. the 1.3, Poatal Bervice
hereby incorporates by reference ita
International Mail DManuaal (IR,
Iz=ue 35, dated May 12, 2008, The Direc-
tor of the Federal Hegister approves
this incorporation by reference in ac-
condance with b TL.8.C. bBb2i(a) and 1 CFR
part 51.

Intematiconal mall

v Dale of saUEncs
8808 12 o | July B, 1093,
lasue 13 Febiniary 2, 1094,
lasue 14 o | August 4, 1oma,
lasue 16 TR
lasue 16 .. | danuary 4, 1096,
s 17 .. woor | GEpbEMbST 12, 1908,
lasue 18 .. e | June 3, 1227,
lasue 19 ... | october 1007,
lasLe 20 | iy 2, 1oeE,
lssue 21 | may 2, 100a.
lase 22 .. | Janusry 1, 2000,
lasue 22 .. e | Sty 1, 2000,
lasue 24 .. wewe | danusmry 1, 2001,
lasue 25 . e | Sty 1, 2001,
lasue 26 .. wewr | Jdanusmry 1, 2002,
lasue 27 o | June 20, 2000,
lasUe 28 o | Janumny 1, 2002,
lssue 29 | iy 1, 2000,
lasUe 20 August 1, 2004,
lasue 41 .. weer | MRy 21, 2008,
IS9U8 35 ooonoeree s oo | MARY 12, DOOE,

[74 FE 8465, Falb, 36, 300X]

220.2 Effective date of the Inter-

national Mail Mamnual.

The provizions of the International
Mail Manual Issue 35, effective May 12,
2008 are applicable with respect to the
international mail servicea of the Post-
al Bervice.

[74 FE 3465, Feh, 36, J002]

22002 Awvailability of the Intermational
Mail Manual.

Copiea of the International DMMail
Manual may be purchaged from the Su-
perintendent of Documenta, L3, Gowv-
ernment Printing Office, Washington,
Dv? 204029371, The IMM iz available for
examination on the Internet at hitfpsd
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5U.S.C.A. § 504

Reference from U.S.C.A or U.S.C.S

rSELECT TO FRIMT. EMAIL, ETC.

[1P™1.5U.5.C.A. & 504

United States Code Annctated Title 5.
Government Organization and Emplayees
Part I. The Agencies Generally Chapter 5.
Adminiztrative Procedure Subchapter 1.
General Provisions § 504, Costs and fees
of paries

.0 et seq. Energy, see 10 CFR
g5 10.1 et seq. 1023.1 et seq.
Food and drugs, see 21 CER 55
5.10 et seq. 12.1 et seq. Foreign
relations, see 22 CFR & 134.1 et
seq. General...

..1039 (1993) United States
liahility for attorney fees under
the Equal Access to Justice Act,
12 VW Mitchell L.Rey, 205
(1926) LIBRARY REFERENCES
American Digest System
Administrative Law and
Frocedure <= 512 Key Mumber
System Topic Mo, 154 Corpus
Juris Secundum CIS
Constitutional Law...

[]F2.5U.5.C.A. § 552

United States Code Annctated Title 5.
Government Crganization and Employvees
Part |. The LAgencies Generally Chapter 5.
Adminiztrative Procedure Subchapter 1.

CODE OF FEDERAL REGULATICMNS

Administrative personnel, see 5 CFR 88 2430.1 et seq., 2610.101 et seq,

Agriculture, see 7 CFR 81,1 ef seq,

Barks and Banking, see 12 CFR &% 19.1 et seq., 263.1 et seq., 308.1 et seq.,

6251 et seq,, 7471 ef seq.

Commerce and foreign trade, see 1S CFR & 181 et seq.

Commercial practices, see 16 CFR 88 3.1 ef seq,, 1025.1 et seq,

Commodity exchanges, see 17 CFR 8% 148.1 et seq., 201.31 et seq.

Conservation of power and water resources, see 183 CFR. & 1.101 ef seq,

Customs duties, see 19 CFR § 212.0 et seq.

Energy, see 10 CFR &8 10.1 ef seq., 1023.1 ef seq.

Food and drugs, see 21 CFR 55 5.10 et seq., 12.1 et seq.

Foreign relations, see 22 CFR & 134.1 et seq.

General provisions, see 1 CFR Part 315,
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Locating Relevant Rules in the C.F.R.

Popular Name
Example: Regulation Z (Truth in Lending)

FDIC Law, Regulations, Related Acts

[Tahle of Contents] [Previous Page] [Mext Page] [Search)

6500 - Consumer Protection

PART 226—TRUTH IN LENDING {REGULATION )
Subpart A—General
Sec.

2261 Authority, purpose, coverage, organization, enforcernent and liability.
226.2 Definitions and rules of construction.

226.3 Exermnpt transactions.
226.4 Finance charge.

Subpart B—Open-End Credit

2265 General disclosure requirerments.

226 5a Credit and charge card applications and solicitations.
226.5h Requirements for home eguity plans.
226 B Initial disclosure staterment.

2267 Perodic staternent.

226.8 ldentification of transactions.

2269 Subseguent disclosure requirements.
226.10 Prompgt crediting of payments.

22611 Treatment of credit balances.

22612 Special credit card provisions.

22613 Billing error resalution.

22614 Determination of annual percentage rate.
226 15 Right of rescission.

226,16 Advertising.




http://www.fdic.gov/requlations/laws/rules/6500-1400.html

§ 226.1 Authority, purpose, coverage, organization, enforcement and liability.

(&) Authorty. This regulation, known as Regulation Z, is issued by the Board of Governors of the Federal
Reserve System to implement the federal Truth in Lending Act, which is contained in title | of the Consumer
Credit Protection Act, as amended (15 LL.3.C. 1601 et seq). This regulation also implements title ¥I, section
1204 of the Competitive Equality Banking Act of 1987 (Pub. L 100--86, 101 Stat. 552). Information-collection
requirements contained in this regulation have been approved by the Office of Management and Budget under
the pravisions of 44 11.5.C. 35801 et seq. and have been assigned OMB Mo, 7100--01959.

(b)Y Fumpose. The purpose of this regulation is to promote the informed use of consumer credit by requiring
disclosures about its terms and cost. The regulation also gives consumers the right to cancel certain credit
transactions that invalve a lien on a consumer's principal dwelling, requlates certain credit card practices, and
pravides & means for fair and timely resolution of credit billing disputes. The regulation does not govern charges
for consumer credit. The regulation requires a maximum interest rate to be stated in variable-rate contracts
secured by the consumer's dwelling. It also imposes limitations on home-equity plans that are subject to the
requirements of § 226 5b and mortgages that are subject to the requirements of § 226,32 The regulation
prahibits certain acts ar practices in connection with credit secured by a consumer's principal dwelling. The
regulation also regulates certain practices of creditars who extend private education loans as defined in

& 226.46(b)(5).

[Codified to 12 C.F.R. § 226.1]
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Current through March 6, 2008; 73 FR 12031
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w2l CFRLCE 24,123 Mare..,

Standards, identity and identification, 27 C.F.R. §4.20 27 CF.R. 54.71
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Code of Federal Regulations Currentness
Title 21. Food and Drugs
Chapter I. Food and Drug Administration, Department of Health and Human Services (Refs & Annos
Subchapter C. Drugs: General

"B Part 207. Registration of Producers of Drugs and Listing of Drugs in Commercial Distribution
(Refs & Annos)

"B Subpart C. Procedures for Domestic Drug Establishments

Caption — =G 207.20 Who must register and submit a drug list.

Text

Credit

<

p

{a) Owners or operators of all drug establishments, not exempt under section 510{g} of the act or
subpart B of this part 207, that engage in the manufacture, preparation, propagation, compounding, o
processing of a drug or drugs shall register and submit a list of every drug in commercial distribution
{except that registration and listing information may be submitted by the parent, subsidiary, andfor
affiliate company for all establishments when operations are conducted at more than one
establishment and there exists joint ownership and control among all the establishments). Drug listing
is not required for the manufacturing, preparation, propagation, compounding, or processing of an
animal feed bearing or containing an animal drug {i.e., a Type B or Type C medicated feed), nar is dru
listing required for establishments engaged in drug product salvaging. Drug products manufactured,
prepared, propagated, compounded, or processed in any State as defined in section 201(a){1) of the
act must be listed whether or not the output of such establishments or any particular drug so listed
enters interstate commerce. Mo owner or operator may register an establishment if any part of the
establishment is registered by any other owner or operator,

[45 FR 38043, June 6, 1980, as amended at 45 FR 32293, May 16, 1980; 52 FR 2682, Jan. 26, 1987; 55 FR 11576, March 29,
1990; 64 FR 400, Jan. 5, 1999; 64 FR 26657, May 17, 1999; 64 FR 56448, Oct. 20, 1999; 64 FR 63203, Nov. 19, 1999; 66 FR
5466, Jan. 19, 2001; 66 FR 59157, Nov. 27, 2001; 68 FR 2690, Jan. 21, 2003]

SOURCE: 45 FR 38043, June 6, 1980; 51 FR 7389, March 3, 1986; 52 FR 2682, Jan. 26, 1987; 54 FR 39635, Sept. 27, 1989; 62
FR 51515, Oct. 1, 1997; 63 FR 26698, May 13, 1998; 64 FR 400, Jan. 5, 1999; 66 FR 5466, Jan. 19, 2001; 66 FR 59156, Nov. 27,
2001, unless otherwise noted.

Current through March 15, 2007; 72 FR 12121
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14 C.F.R. § 13.16

Code of Federal Regulations Currentness
Title 14, Aeronautics and Space
Chapter I. Federal Aviation Administration, Department of Transportation
Subchapter B, Procedural Rules
"B Part 13. Inwestigative and Enforcement Procedures (Refs & Annos)
"B Subpart C. Legal Enforcement Actions

=5 13.16 Civil Penalties: Administrative assessment against a person other than an
individual acting as a pilot, flight engineer, mechanic, or repairman. Administrative
assessment against all persons for hazardous materials violations.

{a) The FAA uses these procedures when it assesses a civil penalty against a person ather than an
individual acting as a pilot, flight engineer, mechanic, or repairman for a violation cited in 49 U.S.C,
46301¢{d3{2% or 47531,

(b District court jurisdiction. Motwithstanding the provisions of paragraph {a) of this section, the
United States district courts have exclusive jurisdiction of any civil penalty action initiated by the Faa
for violations described in those paragraphs, under 49 U.S.C, 46301(d) 4, if--

{1}y The amount in controversy is more than $50,000 for a wiolation committed by any person
before December 12, 2003;
4 Y Y
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T|t|e Copyright (c) 2007, by Matthew Bender & Company, a3 member
of the LexisMexis Group. aAll rights reserved.
*#® THIS SECTION IS CURRENT THROWGH THE MARCH 14, 2007 ISSLE OF ***
*** THE FEDERAL REGISTER ***
TITLE 21 -- FOOD aND DEUGS
Chapter » CHAPTER I -- FOOD AND DRUG ADMINISTRATION, DEPARTMENT OF HEALTH AND HUMAN SERVICES
SUBCHAPTER C -- DRUGS: GEMERAL
Part » PART 207 -- REGISTRATION OF PRODUCERS OF DRUGS AND LISTING OF DEUGS IN COMMERCIAL DISTRIBUTION

SUBRART C -- PROCEDURES FOR DOMESTIC DEUG ESTABLISHMENTS

+ Go to the CFR Archive Directory

Section \ 21 CFR 207.20
§ 207.20 Who must register and submit a drug list?

( {a) Owners or operataors of all drug establishments, not exempt under section 510{q) of the act or subpart B of this part 207, that engage in
the manufacture, preparation, propagation, compounding, or processing of a drug or drugs shall register and submit a list of every drug in
commercial distribution {except that registration and listing information may be submitted by the parent, subsidiary, and/or affiliate company faor
all establishments when operations are conducted at more than one establishment and there exists joint ownership and control among all the

Text { establishments). Orug listing is not required for the manufacturing, preparation, propagation, compounding, or processing of an animal feed

\  owner or operator may reqister an establishment if any part of the establishrment is reqistered by any other owner or operatar.

HISTORY:

bearing or containing an animal drug {i.e., a Type B or Type C medicated feed), nor is drug listing required for establishments engaged in drug
product salvaging. Drug products manufactured, prepared, propagated, compounded, or processed in any State as defined in section 201(a)(1)
of the act must be listed whether or not the output of such establishments or any particular drug so listed enters interstate commerce, Mo

Source — [45 FR 38043, June 6, 1980, as amended at 45 FR 32293, May 16, 1980; 52 FR 2682, lan. 26, 1987; 55 FR
11576, March 29, 1990; 64 FR 396, 400, Jan. 5, 1999, as confirmed at 64 FR 26657, May 17, 1999; 64 FR
56441, 56448, Oct. 20, 1999; 64 FR 63195, 63203, Nov. 19, 1999; 66 FR 5447, 5466, lan. 19, 2001; 66 FR

59138, 59157, Nov. 27, 2001; 68 FR 2689, lan. 21, 2003]

Authority ———  AUTHORITY:

AUTHORITY NOTE APPLICABLE TO ENTIRE PART:
21 U.5.C. 321, 331, 351, 352, 355, 360, 360b, 371, 374, 381, 393; 42 U.S.C. 262, 264, 271.
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r 1.14CFR 13.71, TITLE 14 -- AERONAUTICS AND SPACE, CHAPTER I -- FEDERAL AVIATION
ADMINISTRATION, DEPARTMENT OF TRANSPORTATION, SUBCHAPTER B -- PROCEDURAL RULES,
PART 13 -- INVESTIGATIVE ANMD ENFORCEMENT PROCEDURES, SUBPART E -- ORDERS OF
COMPLIANCE UNDER THE HAZARDOUS MATERIALS TRAMNSPORTATION ACT, § 13.71
Applicability., 129 words, CODE OF FEDERAL REGULATIONS

r 2.14 CFR 13.73, TITLE 14 -- AERONAUTICS AND SPACE, CHAPTER I -- FEDERAL AVIATION
ADMINISTRATION, DEPARTMENT OF TRANSPORTATION, SUBCHAPTER B -- PROCEDURAL RULES,
PART 13 -- INVESTIGATIVE AND ENFORCEMENT PROCEDURES, SUBPART E -- ORDERS OF
COMPLIANCE UMDER THE HAZARDOUS MATERIALS TRANSPORTATION ACT, § 13.73 Motice of
proposed order of compliance., 70 words, CODE OF FEDERAL REGULATIONS

r 3.14 CFR 15.75, TITLE 14 -- AEROMNAUTICS AND SPACE, CHAPTER I -- FEDERAL AVIATION
ADMINISTRATION, DEPARTMENT OF TRANSPORTATION, SUBCHAPTER B -- PROCEDURAL RULES,
PART 13 -- INVESTIGATIVE AND ENFORCEMENT PROCEDURES, SUBPART E -- ORDERS OF
COMPLIAMCE UNDER THE HAZARDOUS MATERIALS TRANSPORTATION ACT, § 13.75 Reply or
request for hearing., 166 words, CODE OF FEDERAL REGULATIONS
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[Code of Federal Regulations]

[Title 33, Wolwume 1]

[Rewvised az of July 1, Z2009]

From the U.3. Government Printing QOffice wvia GPO Aocezs
[CITE: 33CFR117.1031]

[Page &&4]
TITLE 33-—-NAVIGATICH AND NAVIGAELE WATERS
CHAPTER I--COAST GUARD, DEFPARTHMENT OF HOMELAND SFECURITY
PART 117 DRAWERIDGE OPERATICH REGULATICHI--Takble of Contents
Subpart B Specific Requirements
Jec. 117.1031 <Chehalis Riwver.

The draw of the 3IFE 101 highway bridge, mwile 0.1, at iberdeen shall
open on sighal from S a.m. Lo 9 p.w., except that from 7:15 &.m. to S:15
.., and 4:15 p.mwm. to 5:15 p.tn., Monday through Friday, except Federal
holidays, the draw need not openh for wvessels of less than S000 gross
tonz. AL all other times, the draw shall open on fignal 1f at least one
hour notice iz given by telephone Lo the Washington 3tate Department of

Transportation. The opening sSighnal iz one prolonged blast followed by
one short blast.

[USCG-2005-1095, 74 FR 12552, Mar. 25, 2009]
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The draw of the SR 101 highway bridge, mile 0.1, at Aberdeen shall open on signal from 5 a.m. to 9 p.m., except that from ¥:15 a.m. to 8:15
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Set

Telephone numbers placed on the Mational Do Mot Call Registry will remain on it permanently due
to the Do-Mot-Call Improvement Act of 2007, which became law in February 2008,

For Release: April 10, 2003

FTC Chairman William E. Kovacic to Participate in Seventh Annual International
Competition Network Conference in Kyoto, Japan

Federal Trade Commission Chairman william E. Kovacic will participate in the seventh annual
International Competition Metwark (CHY Conference in Kyoto, Japan, April 14-16, 2008, when senior
government antitrust officials, private sector antitrust expers from around the waorld, and
representatives fram intergovernmental organizations will discuss competition issues.

For Release: April 10, 20035

Final Defendant Settles with FTC in Cross-Border Telemarketing Fraud Case
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