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Poll: How Familiar are you with Federal
regulatory sources?

A. Expert— regularly use FR and CFR through many platforms,
comfortable showing others how to use them, and plan on contacting
the Office of the Federal Register to offer my services!

B. Knowledgeable — have used both the Federal Register and the Code
of Federal Regulations, are aware of how they work together, and will
attempt to show others how to use them.

C. Somewhat familiar — know of the existence of the Federal Register
and/or the Code of Federal Regulations, have found regulations in the
past, but am kind of scared of showing anybody how to use them.

D. Novice — know that regulations probably come from laws, but don’t
really know to use them how to access them appropriately.

E. Regulatory Naiveté — there are regulations in the United States that
could affect me or others!?



What we will cover during this session

» Cover a brief history of U.S. or Federal regulations

» Describe the organization and content of the Federal
Register, the Code of Federal Regulations, and related
regulatory sources as well as forming citations for these
sources

» Describe some of the electronic tools used for searching
the Federal regulatory content (both free and for
fee/subscription)



Regulations Problems in U.S?
» 1930°s — New Deal Legislation
» Citizens needed to access to regulations

» Regulations and their effects needed to be
known in advance by citizens

» U.S. courts began to see “secret law” as a
violation and against the U.S. Constitution




U.S. Regulation History

Federal Register Act Administrative Procedure
(1935) Act (1946)
Legal structure for regulatory » Added due process — public
System participation
Single publication — Federal » Agencies must give notice of
Register — allowed for central proposed rules in the FR

filing/public inspection
» Agencies must receive and take

Includes Proposed/Final Rules, action on public comments
Notices, Presidential
Documents » Rules need to state the legal

basis and purpose
Code of Federal Regulations-

codification of the Federal » Rules effective only after 30
Register — added in 1937 days — sometimes longer
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What Triggers Rulemaking?

Congressional
Branch

Executive
Branch

Other
Petitions for
Rulemaking

A ﬁ?

‘The White House S
”""I £ Office of the Press Secretary o £-ait || W Twreet || [l share || 4+

| k 2!
\ 7 ’ ? f For Immediate Release February 12,2014
\ »
"4, /

Executive Order -- Minimum Wage for Contractors

EXECUTIVE ORDER

Judicial Branch




Some Federal
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Administration United States
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Organization in the FR & CFR

» Federal Register (FR)
Initial publishing of the information in chronological order
Each issue is first organized alphabetically by agency

Within each agency, the organization is: Rules (Final), Proposed Rules, and then
Notices
CFR Parts Affected

End of Table of Contents — list of CFR parts affected for FR issue
Readers Aid (at end of issue) — list of CFR parts affected for current month

» Code of Federal Regulations (CFR)

Republishing of regulations in codified form by subject
50 Titles representing the subjects (over 200 volumes)

Each title is completely revised and reissued yearly — /4 of the volumes are reprinted
quarterly

Title | -Title 16 —as of January |

Title 17 —27 — as of April |

Title 28 - Title 41 —as of July |

Title 42 - Title 50 — as of October |



Federal Register Content
Proposed Rules

Preliminary Rulemaking — advanced notices, petitions,
and negotiated rulemaking

Proposed Rules — also known at NPRM (Notice of
Proposed Rulemaking)
Announces changes to CFR

Gives proposed regulatory text, often gives detailed
description of proposal

Solicits public comments on proposed rule — must consider
comments and justify decisions to finalize, change, or
withdraw proposed rules

Misc. Proposals and Updates — extend time for
comments, withdraw/change proposed rules, waivers,
exemptions, and interpretations of enforcement policy
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al you want Lo use 1or
recreational purposes on designated
ORV trails. The operator of the ORV
must have the permit in his or her
possession when the ORV is in use.

(5) Violating any term or condition of
a permit is prohibited.

(6] Tha recreational use of ORVs
without a permit is prohibited.

(d) May I operate an ORV for
subsistence uses in the FEIS Wildernes;
Area? (1) In the FEIS Wilderness Area,
local rural residents may operate ORVs
for subsistence uses on the following
trails and trail corridors:

(1) Black Mountain Trails and trail
corridors.

(i) Tanada Lake Trail and trail
corridors.

(2) ORVs may be operated in the trai
corridors outside of the established
trails only for purposes of game
retrieval.

(2) Local rural residents may not
operate an ORV for subsistence uses in
the FEIS Wilderness Area outside of th
trails and trail corridors identified in
paragraph (d)(1) of this section.

(4] Trails and trail corridors in the
FEIS Wilderness Area, and the
boundaries of the FEIS Wilderness Are

-

will be shown on the Upper Copper/
Jacksina Wilderness map available at

extension of the deadline for public
Qmmant from January 21, 2014 tn/

BILUNG CODE 4212-E3-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 98

[EPA-HO-OAR-2009-0927; FRL-9905—
42 OAR]

RIM 2060—-ARTS

Greenhouse Gas Reporting Program:
Amendments and Confidentiality
Determinations for Fluorinated Gas
Production

AGENCY: Environmental Protection
Apency (EPA).

ACTION: Proposed rule: Extension of
public comment period.

SUMMARY: The FPA is announcing an
exlension of the public comment period
for the proposed rule titled “Greenhouse
Gas Reporting Program: Amendments
and Conlidentiality Determinations for
Fluorinated Gas Production.™

DATES: The public comment period
started on November 19, 2013 (78 'R
69327). This doecument announces the

any pers
unless t
informat
business
informat
restrict
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shown here) are:

 Addresses

Also Included in Rule (but not

For further information contact

Supplementary Information

www.regulations. pov your email address
will be automatically captured and
included as part of the comment that is
placed in the public docket and made
available on the Internet. If you submit
an electronic comment, the 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 the EPA

Federal Register/Vol. 79, No. 10/ Wednesday, January 15, 2014 /Proposed Rules

2615




Federal Register Content
Final Rules

Final Rules — final legal effect, general applicability to public

Amends the CFR, finalizes a proposed rule (or takes action
without a prior proposed rule for GOOD CAUSE)

Effective at least 30 days from date of publication in most
cases (60 days for major rules and on date of publication for
emergencies)

Also Interim Final Rules, Direct Final Rules, other documents
relating to previous rules

Generally includes less supplementary information as
compared to the Proposed Rule



Federal Register/Vol. 79, No. 25/ Thursday, February 6, 2014/Rules and Regulations 7077

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 1039, 1042, and 1068

[EPA-HG-OAR-2012-0102; FRL-9905-35-
OAR]

RIN 2060-AR48; 2127-AL31

Monroad Technical Amendments

AGENCY: Environmental Prolection
Agency (EPA).
ACTION: Final rule.

SUMMARY: EPA is adopting amendments
to the technical hardship provisions
under the Transition Program flor
Equipment Manufacturers related to the
Tier 4 standards for nonroad diesel
engines, and lo the replacement engine
exemption generally applicable to new
nonroad engines. These provisions may

have minur(iimpat.:l.s UIE ttl;lc uus:;]ls ilmd *The technical hardship PrOViSion at
emission reductions of the underlying

regulatory programs amended in this § |039625(m) allows EPA to make a
aclion, though in most cases these are . .

simple technical amendments. For those ]Udgment that an equipment

provisions that may have a minor .

impact on the costs or benefits of the manufacturer that buys engines from

amended regulatory program, any
potential impacts would be small and

another company, through no fault of

we have nol altempted to quantify the itS
potential changes.

ﬂATEs: This final rule is effective on \ own, needs additional allowances to
March 10, 2014, except for . .
§1039.625(m) which will be effective on manage the transition to Tier 4
February 6, 2014,
FOR FURTHER INFORMATION CONTACT: PrOdUCtS'

Alan Stout, Environmental Prolection

Agency, Office of Transportation and

Air Quality, Assessment and Standards

Division, 2000 Traverwood Drive, Ann

Arbor, Michigan 48105; telephone
Qumber: (734) 214-4805; email address:j

stoul.alan@epa.gov.




DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 514
[Docket No. FDA-2014-N-0108]

New Animal Drug Applications;
Confidentiality of Data and Information
in a New Animal Drug Application File

AGENCY: IFood and Drug Administration,

LILIC

ACTION: Direct final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending ils
regulation regarding the confidentiality
of data and information in and about
new animal drug application files to
change when certain approval-related
information will be disclosed by the
Agency. This change will ensure that
the Agency is able to update its list of
approved new animal drug products
within the statutory limeframe. It will
also permit more timely public
disclosure of approval-related
information, increasing the transparency
of FDA decision making in the approval
of new animal drugs.

DATES: This rule is effective July 30,
2014, Submit either electronic or

Management (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, BEm.
1061, Rockville, MD 20852,

Instructions: All submissions received
musl include the Agency name and
Docket No. FDA-2014-N-0108 for this
rulemaking. All comments received may
be posted without change to http://
www.regilations.gov, including any
personal information provided. For
additional information on submitting
comments, see the “Comments” heading
of the SUPPLEMENTARY INFORMATION
section of this document.

Docket: For access to the docket to
read background documents or
comments received, go to hitp://
www.regilations.gov and insert the
docket number, found in brackets in the
heading of this document, into the
“Search” box and follow the prompts
and/or go to the Division of Dockets
Management, 5630 Fishers Lane, Rm.
1061, Rockville, MD 20852,

FOR FURTHER INFORMATION CONTACT:
Scott Fontana, Center for Veterinary
Medicine (HFV-100), Food and Drug
Administration, 7500 Standish P1.,
Rockwville, MDD 20855, 240—402—-0656.

SUPPLEMENTARY INFORMATION:

I. Background

Section 512(i) (21 U.5.C. 360b(i)) was
added to the Federal Food. Drue. and

Agency shall publish a list of approved
new animal drug products and revise
that list every 30 days to include each
new animal drug that has been
approved during that 30-day period.
This list, as well as related patent
information and marketing exclusivity
periods, is contained in a document
generally known as the “Green Book,”
available at the Agency’s public Web
site at hitp://www.fda.gov/
AnimalVeterinary/Products/
ApprovedAnimalDrugProducts.

The editorial and clearance processes
for publishing the Federal Register
notice announcing the approval of an
NADA varies from 1 to 2 months after
the approval letter is issued to the
applicant. Consequently, the addition of
newly approved product information to
the “Green Book™ and public disclosure
of certain other approval-related
information at the Agency’s public Web
site is delayed until after that Federal
Register notice is published. Such other
approval-related information may
include the summary of information
forming the basis for approval (known
also as the Freedom of Information
Summary) and documentation of
environmental review. Trade and
proprietary information in the
application file remains confidential
and is not disclosed.

Example of Direct Final Rule — no proposed rule — FDA is

trying to increase its own transparency




List of CFR Sections Affected (LSA)

» Additional monthly publication to track changes to the
CFR

» Official publication to ensure that the most current
changes are available for CFR sections

» Print CFR is published yearly — print volumes are often
NOT be up to date

» eCFR ( ) provides for electronic
updating of the Code of Federal Regulations
Currency note — e-CFR Data is current as of April 10,2014

User note — not considered an official, legal edition — but much
easier to use!


http://www.ecfr.gov/

Unified Regulatory Agenda

Since 1983 the Agenda issued twice per year (Spring and Fall) as issues of
the Federal Register

Provides agency rules either under development or review — generally
those with regulatory action within 12 months

Access to the Agenda is primarily electronic through (as a
way to reduce printing costs)

Regulatory Flexibility Act (1980) regulates the Agenda to contain only
entries that are likely to have a significant economic impact on a substantial
number of small entities

Content includes: abstract of rule, timetable for rule development, contact
information, and potential effects of rule

Also Includes the Regulatory Plan

Acts as defining statement of the Administration’s regulatory/deregulatory
policies and priorities

In the fall issue of the Unified Agenda


http://reginfo.gov/

Code of Federal Regulations Content

» Final rules or regulations are then codified in the Code of
Federal Regulations (CFR) by broad subject categories
subject to Federal regulation

» The CFR contains Federal rules that have general
applicability and are for current and future effect —
regulations that do not meet this stipulation will not be
codified in the CFR

» Kept up to date by individual issues of the Federal
Register — both need to be used to determine the latest
version of a given rule



All 50 Code of Federal Regulations Titles

# [l Title 1 - General Provigions (Cowver Onhy)
Parts 1 - 500. January 1, 2013.

(# [l Title 2 - Grants and Agresments
Parts 1 - 5800. January 1, 2013.

(# [l Title 3 - The President
Parts 100 - 102. January 1, 2013.

# Il Title 4 - Accounts
Parts 2 - 202. January 1, 2013.

# [l Title 5 - Administrative Personnel
Parts 1 - 9899 January 1, 2013.

# [l Title § - Domestic Security
Parts 5 - 37. January 1, 2013.

= Il Title 7 - Agricutture
Parts 1 - 4290 January 1, 2013.

# [l Title 3 - Aliens and Mationality
Parts 1 - 1337 January 1, 2013.

= Il Title 9 - Animals and Animal Products
Parts 1 - 592 January 1, 2013.

= [l Title 10 - Energy
Parts 1 - 1800. January 1, 2013.

= [l Title 11 - Federal Elections (Cover Onby)
Parts 1 - 9430. January 1, 2013.

(# M Title 12 - Banks and Banking
Parts 1 - 1815. January 1, 2013.

(# [l Title 13 - Business Credit and Assistance
Parts 1 - 500. January 1, 2013.

# M Title 14 - Aeronautics and Space
Parts 1 - 1310. January 1, 2013.

# Il Title 15 - Commerce and Foreign Trade
Parts 0 - 2301. January 1, 2013.

(# [l Title 16 - Commercial Practices
Partz 0 - 1750. January 1, 2013.

® [ Title 17 - Commodity and Securities Exchanges
Parts 1 - 450. April 1, 2013.

& [l Title 18 - Conservation of Power and VWater Resources

Parts 1 - 1317, April 1, 2013.

& [l Title 19 - Customs Duties
Parts 0 - 360. April 1, 2013.

& [l Title 20 - Emplovees’ Benefits
Partz 1 - 1010 April 1, 2013.

® [l Title 21 - Food and Drugs
Partz 1 - 14959 April 1, 2013.

= [l Title 22 - Foreign Relations
Parts 1 - 1701, April 1, 2013.
= M Title 23 - Highways
Parts 1 - 1340, April 1, 2013,

= [l Title 24 - Housing and Urban Development
Parts 0 - 4100. April 1, 2013.

= [ Title 25 - Indians
Partz 1 - 1200. April 1, 2013.

= [l Title 26 - Internal Revenue
Parts 1 - 801. April 1, 2013.

= [l Title 27 - Alcohol, Tobacco Praducts and Firearms
Parts 1 - 646 April 1, 2013.

® [ Title 28 - Judicial Administration
Partz 0 - 1100, Juby 1, 2013.

& [l Title 29 - Labor
Parts 0 - 4907, July 1, 2013.

& [l Title 30 - Mineral Resources
Parts 1 - 1280, July 1, 2013.

& [l Title 31 - Money and Finance Treasury
Partz 0 - 1099, July 1, 2013,

® M Title 32 - National Defense
Partz 1 - 2800, July 1, 2013.

= M Title 33 - Mavigation and Navigable Waters
Partzs 1 - 499, July 1, 2013.

= Il Title 34 - Education
Partz 1 - 1200, July 1, 2013.

(= [l Title 36 - Parks, Forests, and Public Property
Partz 1 - 1600, July 1, 2013.

(# [l Title 37 - Patents, Trademarks, and Copyrights
Partz 1 - 501, July 1, 2013.

# [l Title 3& - Pensions, Bonuses, and Veterans' Relief
Partz 0 - 200. Juby 1, 2013.

(# [l Title 39 - Postal Service
Partz 1 - 3060, July 1, 2013.

(* [l Title 40 - Protection of Environment
Partz 1 - 1700, July 1, 2013.

(# [l Title 41 - Public Contracts and Property Management
Partz 50 - 304, July 1, 2013.

(+ [l Title 42 - Public Health
Partz 1 - 1003. October 1, 2013.

(# [l Title 43 - Public Lands: Interior
Partz 1 - 10010. October 1, 2013.

# [l Title 44 - Emergency Management and Assistance
Parts 1 - 499, October 1, 2013.

# [l Title 45 - Public Welfare

Parts 1 - 2555. October 1, 2013.
(= [ Title 45 - Shipping

Partz 1 - 585. October 1, 2013.

# [l Title 47 - Telecommunication
Partz 0 - 400. October 1, 2013.

# [l Title 4& - Federal Acquisition Regulations System
Parts 1 - 9905. October 1, 2013.

# [l Title 49 - Tranzsportation
Partz 1 - 1580. October 1, 2013.

® [ Title 50 - Wildlife and Fisheries
Parts 1 - 897. October 1, 2013.



Code of Federal Regulations Examples

Title 12—Banks and
Banking

(This book oomtslsa parts 309 Lo $55)

CHAPTER M—Fadomal Doposil Insdraneo Corporation ...
CHAPTER IV—Export-Imporl Bank of tho United Blatos

£843

PARTS 300-302 [RESERVED]
PART 303—FILING PROCEDURES

B,
WD Beope,

Subpart A—Rules of General Applicability

31 SBcope.

W2 Definitions,

W3.3 General filing procedures,

34 Computation of time,

W35 Effect of Community HReinvestment
Aot performancee on flings,

36 Investigations and examinations,

ST Publio notios requirements,

#3.8 FPublic access to filing.

RS Commenits.

#0310 Hearings and other meetings.

W31l Decisions,

W12 Walivers.

313 [Reserved)]

314 Being “engaged in the businesa of re-
ceiving deposits other than trost fonds.™

MELR Certain limited liability oompanies
desmed incorporated under State law.

RE1E-HIE1S  [Reserved]

Title 12
Subpart B—Deposit Insurance
Part 303 S el ocoturen

Section 24

<

<
G
“w

an interim institotion,

X ntinuation o
upon withdrawing from membership in
the Federal Reserve System.

WNEMEMIEE [Reserved]

R Application for deposit insarance for .

proElt  ITEOrAnce ]

Federal Deposil Insurance Corporation

ar federally-chartered deposiltory insbi-
tution that does not operate independ-
ently but exiats aolely as a vehicle to
accomplish a merger bransaction.

(o) A request for conbinuation of de-
posil insurance upon wilthdrawing from
membership in the Federal HReserve
System shall be in letter form and
ghall provide the information pre-
seribed in §303.25.

§303.22 Processing.

(a) Krpedited proceszing jfor proposed
institutions., (1) An application Tor de-
posit insurance for a proposed institu-
tiom which will ke a subaidiary of an el-
igible depository institution as defined
in §303.2(r) or an eligible holding com-
pany will be acknowledged in writing
by the FDIG and will recelve expedited
procesaing unless Che applicant s noti-
fied in wriling Lo Lhe conbrary and pro-
vided with the bagiz for that decision.
An eligible holding company is defined
as a bank or thrift holding company
that has consolidated asseta of at least
5150 million or more; a BOPTO rating
ol ab least 2 Tor hank holding compa-
nies or an above average or A" raling
for thrift holding companies; and at
leasat Th percent of 1te consolidated de-
pository imsbilubion asssels comprised
of elirible depository institutions. The
FDIC may remove an application from
expedited procesaing for any of the rea-
song sel forth in §303.110c)02).

(2) Under expedited procesaing, the
FDIC will take aclkion on an applica-
tiom within §0 days of receipt of a sub-
stantially complete application or &5
days after the expiration of the com-
ment period described in § 30323, which-
ever 1a later., Final action may be with-
held until the FDNC has assorance Ghat
permission Lo organize the proposed in-

§303.24

wrillen notification of the final aclion
when the decision is rendered.

[67 FE THEMT, Dec. 27, 302, as amended &b 88
FIL 50458, Ang. 21, 200E]

£303.23 Public notice requiremenis.

(a) De nove instifutions and operaling
nondnsured institulions, The applicant
shall publish & nolice as prescribed in
§303.7 in a newspaper of general cir-
culation in the community in which
Lhe main office of the depository insti-
tution is or will be located. Notice
ahall be published as close as prac-
Ficable to, bat no sooner than five daye
before, Uhe dabe the application is
mailed or delivered to the appropriate
FDIG office, Commenta by intereated
parties must be received by the appro-
priate rerional director within 30 days
following the date of publication, un-
leas the comment pericd has been ex-
Llended or reopencd in accordance with
§303.M(b)2)

(b} Kreceplions o public notice require-
menis. Mo publication shall be required
in connection with the granting of in-
aurance Lo a new depository institution
established pursuant to the resclution
of a depository institution inm defaunlt,
or o an interim depository inatitution
formed solely Lo facilitabe a merger
transaction, or for a request for con-
tinuation of federal depoalt insurance
by a state-chartered bank withdrawing
from membership in the Federal Re-

£303.24 Application for deposit insur-
ance for an interim institotion.

() Application reguired. Bubject Lo
§303.62(b)(2), a deposit insurance appli-
cation i required for a state-chartered
interim institotion if the related merg-
o bransacbion is subjecl o approval by




Citations

Federal Register CFR
» 68 FR 1234 — typical » 40 CFR 50.4 — typical
reference for FR reference for CFR
68 is the volume 40 refers to the title
number (annual) 50 refers to a part
1234 is the page number within Title 40
4 refers to a section
» Page numbers run within 40 CFR 50
consecutively throughout .
entire annual volume » Each title also has Chapters
which generally are named
» Knowing how to form with the agency responsible
proper citations makes it for the regulations. These
much easier to get to the c.hap.ters are not part of the
exact information when Citations.
searching. » The date of the CFR used

should also be notated.



Free Tools

FdSys — Federal Digital System —

Government Printing Office

Federal Register —
National Archives and Records Administration, Office of the Federal Register Office

Code of Federal Regulations -
» National Archives and Records Administration, Office of the Federal Register Office

eCFR-

Government Printing Office and the Office of the Federal Register

Regulations.gov —
Environmental Protection Agency, eRulemaking Program Management Office

Reglnfo.gov —

Office of Management and Budget, Office of Information and Regulatory Affairs

Agency dockets/rulemaking participation


http://www.gpo.gov/fdsys/
http://www.gpo.gov/fdsys/
http://www.gpo.gov/fdsys/
http://www.federalregister.gov/
http://www.archives.gov/federal-register/cfr/
http://www.archives.gov/federal-register/cfr/
http://www.archives.gov/federal-register/cfr/
http://www.archives.gov/federal-register/cfr/
http://www.ecfr.gov/
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Regulation.gov — regulatory process participation
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regulalions.gov

Your Voice in Federal Decision-Making

Participate Today!

Submit your comments on proposed regulations and related documents published by the U 5.
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Help improve Federal regulations by submitting your comments.
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Agency Dockets
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» Proquest Congressional
» Formerly LexisNexis and CIS
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Conclusion

» Good News First

There are many free ways to find out about the Federal
regulatory sources.

There are multiple search platforms that the public can use to
search the regulation sources.

» Better News Needed

Retrospective coverage on the free sources needs to be
improved (especially for the Federal Register)

Current legislation to eliminate printing of the FR & CFR.
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Lisa S. Nickum
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Ph: 303-273-3695
Email: Inickum@mines.edu

Questions

.......................................

_’<RE@U1%EMEN’F§ LAW
coMpPLi ANCE

§ > RULES

POLICIES

T .{ l & ! m%@
5
U ATC STANDARDS




