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Three Simple Steps for
Regulating Effectively in a Globalized
World*

¢ Transparent Process
e Sound Analysis / Sound Scien

® Deference / Judici



U.S. Rulemaking Process Is
Open & Transparent

Congress

— Statutory authority for agency action
— Process Requirements

Executive Branch
The Office of Management and Budget (OMB)
— Independent Analysis: OIRA
— Coordinates for Executive Office of the President
— Coordinates interagency comments

The Public

— Consumers
— Producers
— Interest Groups

The Courts

— Judicial review
— Priority setti




Executive Branch Rules of the Road:
E.O. 12866

 For regulatory actions designated as “significant” regulatory
actions, Agencies must submit
— the draft regulation and

— an assessment of the potential costs and benefits of the reg
action, including how the action is consistent with the
President’s priorities and avoids interference with
governments

 OMB reviews the regulations ac
requirements within the Exe

— OMB can return are



Problem:
Regulating Without Regulations

“The phenomenon we see in this case is familiar. Congress passes a
broadly worded statute. The agency follows with regulations containing
broad language, open-ended phrases, ambiguous standards and the like.
Then as years pass, the agency issues circulars or guidance or memoranda,
explaining, interpreting, defining and often expanding the commands in
regulations. One guidance document may yield another and then ano
and so on. Several words in a regulation may spawn hundreds of
text as the agency offers more and more detail regarding what |
regulations demand of regulated entities. Law is made, wit
comment, without public participation, and without pub '
Federal Register or the Code of Federal Regulations.”

Appalachian Power Co. v. EPA, 208 F.3d 1015, 1019 (D.C. Cir.
guidance as legislative rule requiring notice and comment).




Solution:
E.O. 13422 and OMB Bulletin on
Agency Good Guidance Practices

e On January 18, 2007, the President signed Executive
Order 13422 (amending Executive Order 12866 on
Regulatory Planning and Review) to include agency
Issued guidance documents as part of the existing
regulatory process.

e On that same date, OMB issued a bulletin entitled
“Agency Good Guidance Practices” that establishes
policies and procedures for the development,
Issuance, and use of “significant guidance
documents” by Executive Branch departments and
agencies.



OMB Bulletin on
Agency Good Guidance Practices

Specifically, the Bulletin establishes:
 Ciriteria for identifying guidance documents;

* Requirements for displaying significant gui
on agency websites and providing an
review and comment; and,

« Approval procedures for r
significant guidance d



Guidance Documents Defined

“A statement of general applicabilit
future affect other than a rule that |
avallable to the public and se
policy or interpretation of
regulatory, or technic



Significant Guidance Documents

A “significant” guidance document is a guidance document
disseminated to regulated entities or the general public that
“may reasonably” be anticipated to:

— Lead to an annual effect of $100 million or more; or

— Create a serious inconsistency with an action taken or plan
another agency; or

— Alter budgetary impacts or rights of recipients o
user fees, or loan programs; or

— Raise novel legal or policy issues arisi
Presidential priorities, or the prin

OMB has since indicat
In support of a signi
under the new po




Requirements

Public Comment:

— By August 23, 2007, agencies were required to make significant guidan
documents currently in effect available on their websites for public ¢

— Agencies do not need to respond to public comments on signific
documents.

Respond to Public Comment:

— Agencies must publish economically significant guidan
Register and respond to public comments prior to is

Workplans:

— Since June 29, agencies have been re
initiate significant guidance docu

Publication on Web:

— New significant guid
of release.



USDA |
Zam United States Department of Agriculture

Home ! About USDA : Newsroom : Agencies & Offices | Help | ContactUs : En Espafiol

Search

Y¥ou are here: Home / Laws and Regulations / USDA Significant Guidance Documents

Laws and Regulations

| All USDA v|
e USDA Significant Guidance Documents " Related Topics
© Search Tips On January 18, 2007, the President issued Executive Order 13422, "Amendment to Executive o Biotechnology

Order 12866 for Regulatory Planning and Review." On that =ame day, the Office of

My USDA Management and Budget (OMB) issued a final Bulletin entitled, "Agency Good Guidance o g“":i'““dit\"s"“"da'd!' and
Practices." The primary focus of the Executive Order and Bulletin is to increase the quality and rages

o Login transparency of agency guidance practices and the significant documents produced through o 2007 Farm Bill
them.

o Customize | New User
o Food Distribution

The term "guidance document” means an agency statement of general applicability and future
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Significant Guidance Documenis

Thiz information iz provided to comply with the OMB Bulletin
on Agency Good Guidance Practices. The bulletin requires
agencies to maintain a current electronic list of all "significant
guidance documents" as defined in the Bulletin and in
Executive Order 13422, See the Federal Register Motice | PDF
published January 25, 2007 (72 FR 3432-3440).

Additional background information is available in the
memaoranda at
http:/fwww.whitehouse.gov/omb/memoranda/fy2007/
m07-13.pdf (PDF Only)

Contact Information

For guestions about this program, please contact us by
emailing the FSI5 Office of Policy, Program and Employvee
Development (OPPED], Risk Management Division (RMD), at
http://www.fsis.usda.gov/contact_us/Email_Form/index.asp?
rept=F3I15GuidancelocumentComments@fsis.usda.gov

FSIS Significant Guidance Documents

* Supplementary Guidance on the Use of Antimicrobial
Agents to Control Listeria Monocytogenes in Fost-
Lethality Exposed Ready-to-Eat Meat and Poultry
Products, (Feb 11, 2008; PDF Only)

# Compliance Guidelines to Control Listeris
meonocytogenss In Post-Lethality Exposed Ready-To-
Eat Meat and Poultry Products (May 2006; PDF Only)

¢ Compliance Guideline for Controlling Salmonsliz in
Poultry, First Edition (Aug 2006; PDF Only)

¢ Compliance Guidelines for Establishments on the FSIS
Microbiological Testing Program and Cther Verification
Activities for Escherichia coli 0157:H7 (Apr 13, 2004;
PDF Only)

Last Modified: February 11, 2008
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Media Help

To view PDF files you must
have Adobe Reader installed
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Question
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Inspection

Find Resources for Small
Plants

Subscribe to Newsletters
Watch a Food Safety Video

Attend a Public Meeting

Poultry or Egg Products

More...
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Examples of USDA significant guidance documents:

USDA Significant Guidance Documents

APHIS National Animal Identification System
(NAIS): A User Guide and Additional Information
Resources, Draft Version.

FNS Food Buying Guide for Child Nutriti
Programs.

RMA Standard Reinsurance
FSIS compliance guideli

Salmonella contro
meet regulato



False Controversy

e ACUS/ ABA Recommendations

— Administrative Conference of the United States, Rec. 92-2, 1 C.F.R. 305.92-2 (1992) (“Agencies
should afford the public a fair opportunity to challenge the legality or wisdom of policy statements
and to suggest alternative choices.”);

— American Bar Association, Annual Report Including Proceedings of the Fifty-Eighth Annual Meeting,
August 10-11, 1993, Vol. 118, No. 2, at 57 (“Before an agency adopts a non-legislative rule that is
likely to have a significant impact on the public, the agency provide an opportunity for members of
the public to comment on the proposed rule and to recommend alternative policies or interpretatio
provided that it is practical to do so0.”).

« FDA Good Guidance Practices
— FDA Modernization Act of 1997

 directed the FDA to issue a regulation by 2000 “specifying the policie
[FDA] for the development, issuance, and use of guidance docum

— 21 C.F.R. §10.115 (October 2000) — “FDA shall:
» seek public comment on its guidance documents, and consi
* make its guidance documents easily available to the p
* “not include [in its guidance documents] mandator

or ‘requirement,” unless FDA is using these wo
requirement”;

* *“have written procedures” in each FDA
documents,” which procedures “mus
appropriate senior FDA officials”;

* provide members of the publi
“that someone at FDA did
guidance document as



Next Steps

* Revised Departmental Regulatio

e Public Utilization of Ne



Sound Science

e Public Confidence
 International Recognition
e Judicial Sustainability

Example: BSE R



U.S. Beef and Beef Product Exports
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Interlocking Safeguards

Feed Ban -- The Food and Drug Administration feed ban was instituted in 1997
which prohibits ruminant protein from being fed to other ruminants.

— The average age of animals slaughtered at this facility is 5 to 7 years of age, born after
the 1997 feed ban.

Surveillance -- We also have a robust ongoing BSE surveillance program that
began before we experienced our first BSE positive cow in the U.S. in 2003
we know that the prevalence in the U.S. herd is extremely low.

— USDA ramped up its sampling in 2004, and has since sampled more than

animals. To date, only 2 animals have tested positive for BSE under
of those animals were born prior to initiation of the FDA feed ban.

SRM Removal -- Since January 2004, specified risk m
brain and spinal cord, must be removed and segregat
food supply.

— Our on-site, continuous inspection ensures and

a 99 percent reduction in the risk of exposu
Assessment.

Downer Ban -- Since January 2
are prohibited from the food



OIE Recognition

On May 22, 2007, the World Organization for Animal Health (OIE) formally classified the
United States as a controlled risk country for bovine spongiform encephalopathy (BSE).

This classification confirms that U.S. regulatory controls are effective and that U.S fresh
beef and beef products from cattle of all ages can be safely traded due to our interlocking
safeguards.

The controlled risk status classification we have received provides strong support
internationally recognized, standard-setting body that the science-based miti
in place in the United States effectively protect animal health and food saf

Secretary Johanns’ Statement:

“We appreciate OIE’s review of our application, as well as its leader
based standards that will help countries standardize regulati
taking action to achieve compliance with OIE standards and

“We will use this international validation to urge o
the full spectrum of U.S. cattle and beef produc
expectation that they commit to a timeframe to
markets to reflect this controlled risk determi
countries rapidly take steps to align their



R-CALF v. Johanns

APHIS published the Minimal-Risk Region final rule (January 2005).

— established a category of minimal risk regions for BSE and added Canada t
that category.

— allowed importation of cattle up to 30 months of age.
— allowed the importation of beef from cattle of any age.

R-CALF Challenge Filed (January 2005)

Preliminary Injunction Issued (March 2005)

— U.S. District Court for the District of Mon
enjoining the rule from taking effect.

Ninth Circuit Overturns PI (Jul

— The importation of live cat
cattle under 30 months



Deference

“When specialists express conflicting views,
an agency must have discretion to rely on
reasonable opinions of its own qualifi
experts even If, as an original mat
might find contrary views mor

Marsh v. Oregon Natural Resourc
(1989)



“Hot” Regulatory Litigation

R-CALF v. USDA and Creekstone Farms Premium Beef, LLC v. USDA

— Challenge to APHIS regulation establishing minimal risk regions for BSE, and action to
designate Canada as minimal risk region

— USDA authority to prohibit use of BSE test Kits by private entities

Geertson Seed Farms v. Johanns
— Challenge to APHIS Biotechnology Regulations

California Avocado Comm. v. Johanns

— APA challenge to APHIS regulation allowing importatio
Mexico

Citizens for Better Forestry, et al. v. USDA and D
— Challenges to the Forest Service Plannin

People of the State of California v. US
— Challenges to the Forest Servi

Land’s Council v. McNair*
— Challenge to Lolo
— Ninth Circuit




National Environmental Policy Act
(NEPA)

NEPA is the national charter for environmental planning.

NEPA establishes an analytical process to incorporate environmental
considerations into Federal agency decision making.

NEPA requires that for Federal actions having the potential to
significantly impact the environment, agencies must:

* ldentify and analyze environmental consequences o
actions in comparable detail to economic and ope

» Assess reasonable alternatives to agency prop
« Document the environmental analysis an

« Make environmental information avai
citizens before agency decisions ar



The Supreme Court
On NEPA

 NEPA is a procedural, not a substantive statute.

— Questions is “Did the agency follow the proper NEPA
procedures?”

— NOT: “Did the agency choose an environmentally sou
alternative?”

» Kleppe v. Sierra Club, 427 U.S. 390 (197

“Once an agency has made a decision subje
procedural requirements, the only rol
Insure that the agency has conside
conseqguences; It cannot interje
discretion of the executive
be taken.”




Lolo Post-Burn EIS and ROD
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Lands Council v. McNair

 The Forest Service had not proven the reliability of its
scientific methodology with regard to wildlife habitat
restoration that includes timber harvest.

— Cited Ecology Center (“Any action based on proof less than that
followed by pharmaceutical companies for clinical drug trials is
arbitrary and capricious agency decision making.”)

» The court rejected the Forest Service’s key scientifi
because it involved monitoring a “relatively s
because the agency inferred that harvest pr
maintaining suitable habitat based upon
responses the agency’s biologists di

-- Judge Ferguson (for the c



Lands Council v. McNair

“By counting owl hoots, we are abandoning our role as reviewers under an
“arbitrary and capricious” standard and supplanting the Forest Service as
decision makers.

If we do not grant the Forest Service appropriate deference in areas of scie
expertise, we defeat the purpose of permitting the Forest Service to
administrative decisions in the first place, and we intrude into are
our competence.”

“It is not presently, and has never been, the policy of our
under any administration to ban all Iogglng inall of o
cases like Ecology Center make it virtually impos
any conditions because the Forest Service can
moving legal targets created by our circui

-- Judge Milan Smith (concurring)






Good
for the enviro
[l



Supply & Demand

Increased Need Potential Sources

e Displacement of 9 billion * Increase harvest
board feet per year from private lands
NFS

 Increasing consumer
demand



U.S. Plywood Imports, 1998-2005
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In response to reduced NFS timber harvests, private
harvests and Canadian imports to the U.S. have increased

Billions of Board Feet

992 1993 1994 1995 1996 1997 1998 1999 2000 2(




Clearcutting of public lands to meet U.S. timber needs was not
eliminated — it just moved north to the public forests of Canada

A clearcut in the boreal forest of northern Ontario within the traditional land use area

of the Grassy Narrows Ojibway First Nation.
Photo from Taiga Rescue Network



China and the U.S. wood furniture
Industry

Between 1995 and 2004, Chinese wood furniture
exports rose 13 times, from $682 million to $8.7
billion

At the same time, there were 250 furniture plant
closures in the U.S., with a loss of 62,000 jobs

Low labor rates, improved quality, and a fav
currency exchange were also significant f
this growth

But much of the hardwood materi
furniture is from tropical fore
management standards or |




The Economic Effect of Illegal \Wood

The World Bank has estimated that the revenue losses
to governments and legal producers due to illegal
logging is between $10-15 billion annually.

An AF&PA study estimated that, absent illegally
harvested wood, the value of U.S. produced w
could increase by over $460 million

The environmental cost of illegal loggi
well, and the proceeds often suppor
human rights abuses in third wo




How illegal timber travels

From Burma ...

o More tham 70 percent of China's timber imports are supplied
by countries in the Asia-Pacilic reglon. Much of ths wood is
harvested without forest-preservation limits,

Parcentage of coundry’s bog exporls
that went to China in 2002:

Thaland
Burma [T
Papua New Guinea IR
Indonesia [IINEED 200 feuret
Malaysia
Fussia [T

“ears vary

Estemated percentage of total
production that is illegal®:

In the Far East

sasronends the gquestion of lidy in Burma,
Mmdﬂnumm:a_a i

. .. Through China. ..

° Chinese logging crews bribe °

cormpeling arfmies n Burma for
the right to bog. Caravans of
trucks then fesry the wood into
China. Agents from the athnic
HKachin minarity ride ahbaead

on mudorbikes, handing

out money to soldiers
at govemment
checkpaints.

CHING RORDER

Irnagn area covers
about 3 square miles

= area of football field
o

e S ¥ * - :
border are believed to show the &

of a mountainside in Burma near the Ch

These satellite i

mages of recent logoing.
The bmage at left, from 2001, shows largely intact forest cover. The 2005 image at gt shows multiple clear-cuts of large
el wwithoart i -

forest patches_ The reasons for the clear-cuts can't be iting them, which is difficult in authoritasian
Burma, but they took placs in a region whers epvironmental groups hawve reported rampant illegal legging.

Forest products
e Flowy direction
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Processing companies. o Manufacturing
inside China Lurn the logs
to lumibes.

China's log imports
In bilions of LLS. dollars

companies fashion the
lumber into furniture
and flooring, which is
then shipped to the
United States, Europe
and alsewhera,

are the isswe:

Some high-profile companias have joined the Forest Stewardship Council, a
group that sets standards for sustainable forests, while others hanve declined,

Home Depot
The sales of

[L1F] Armstrong
Ikea has two legging Armstrong does mal
Imspesstors In China and require that its Chinese
three in Russia. The suppliers meet the
company plans to- standards of the Fosest
ir the ber of dship Council.
wenod products certified nor does the company
by thee councd, disclose to consumers
‘the origin of its wood.
Pe . origan of i

“I pust don't thank
there's a need for it
=aid Frank J. Ready,
chief executive for
Armstrong Products
MNonth America.
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OMB:
Interagency Coordination

Identifies all interested governmental parties

Coordinates review with other interested parties withi
White House complex

— Domestic Policy Council

— National Economic Council

— National Security Council

— Council of Economic Advisors

— U.S. Trade Representative

— Office of Science and Technolo

Coordinates review wi
Commerce, State, J



How does the Process Work?

Step 1. The Agency Determines Whether a Rule Is
Needed

Step 2: The Agency Prepares a Proposed R
required analyses.

» The Agency requests a designation fr

» The Agency may informally con
and OMB as they prepare thel

* The Agency gathers the s
least, initial drafts of
applicable, other



Step 3: OMB reviews the draft proposed rule

Step 4. The Agency publishes the p
requests public comment

How does the Process Work?

90-day review after agency submits proposed for 12866 review
Internally review rule and coordinate with other agencies

For all regulatory actions under review, we see public com
during review and those submitted to the agency during
period required by the Administrative Procedure Ac

OMB disclosure to public of formal submission



How does the Process Work?

Step 6: OMB reviews the draft final rule

» 90-day review after agency submits proposed for 12866 review
« Internally review rule and coordinate with other agencies

» For all regulatory actions under review, we see public co
during review and those submitted to the agency duri
period required by the Administrative Procedure

» OMB disclosure to public of formal submissi

Step 8: The agency sub




How Is the Public Involved?

The public may petition an agency to initiate a rulemaking

The public may meet with the agency, OMB, and/or others within the
Executive Branch to discuss their concerns.

The public may formally comment on proposed rules and
information and/or data to assist the agency In assessin
rule.

After a rule goes into effect, affected parties
agency issuing the rule to have the court
agency because the agency violated t
that authorized the rule, or the U.S

— “arbitrary, capricious, an abu
with law”



BEEF Funded by

The Beaf
Checkoff
IT'S WHATS FOR DINNER®

Glickman v. Wileman Brothers (June 25, 1997) -- marketing order for California
peaches and nectarines

United States v. United Foods (June 25, 2001) -- mushroom research and
promotion program

Johanns v. Livestock Marketing Association (May 23, 2005) -- beef research and
promotion program

Michigan Pork Producers Association, Inc., et al. v. Campaign for Family Farms
(May 31, 2005) — pork research and promotion program



Worker in Mexico fills boxes with Avocados headed to market in United States.



