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International Services (IS)
The IS Mission

The mission of International Services is to provide internationally based animal
and plant health expertise and service that enhance APHIS” capacity to safeguard
America’s agricultural health, and resolve agricultural trade Barriers related to
sanitary and phytosanitary issues.

IS Activities

International Services is the branch of APHIS that works outside of the United
States under the authority of the Foreign Service Act (1980) and Executive Order
12363 (12363). IS directly employs over 300 Americans (Foreign Service Officers
— FSO) and host country nationals (Foreign Service Nationals — FSN) stationed in
27 foreign countries on six continents. The Deputy Administrator for IS manages
the unit from APHIS headquarters in Washington, D.C. in coordination with
technical and administrative staff in Riverdale, Maryland along with regional
offices and IS area offices on six continents. Together with other international
organizations manages the work of more that 2000 host country nationals in key
import and export positions who work for international commission set up to
control specific agricultural pest or disease problems.

To reduce the threat to U.S. agriculture, IS cooperates in a number of major
surveillance and control programs in foreign countries, focusing on nations where
economically significant pests or diseases are found: In Mexico, Mediterranean
fruit fly, Boll weevil, Hydrilla , and exotic foreign animal diseases; In Guatemala
Mediterranean fruit fly; In the Caribbean, Tropical bont tick and Carambola . In
Central America and Panama, Foot and mouth disease prevention and in

. Colombia, Foot and mouth disease eradication.

IS plays a major role in ensuring that U.S. agricultural exports are accessible to
foreign countries. IS employees discuss foreign technical requirements with
agricultural officials in other countries and explain U.S. agricultural health policies
to them. Through these exchanges, IS reduces or eliminates quarantine barriers for
U.S. agricultural products and explains the technical basis for APHIS’ own
requirements.




have established dialogue for mutual assistance, support, and protection of
continental agriculture.

As a member of NAPPO, APHIS exerts a direct impact on formulation both
regional and international phytosanitary (plant health) standards under NAFTA/
Plant quarantine principles, pest-risk analysis, and the use of uniform procedures
are high priorities for NAPPO.

IS participates in the following major international organizations: Food and
Agriculture Organization World Health Organization, Codex Alimentarius
Commission, Office International des Epizooties, General Agreement on Tariffs
and Trade, and the International Plant Protection Convention. In addition IS
employees overseas regularly attend meeting of more that 50 region and
multinational organizations.

Cooperation in International Surveillance and Control Programs

Pest and disease invasions decrease the quantity and quality of crop and livestock
production and increase the costs of agricultural products for both the producer and
consumer. In most cases, U.S. industry has learned that it is more costly to live
with a pest or disease than to eradicate it. In the case of screwworm, for example,
U.S. livestock producers estimate that they save about $400 million per year
because screwworm was eradicated from the country in the late 1960’s. APHIS’
IS Region V continues to cooperate with Mexico and Central America on projects
to eradicate screwworm south of our borders.

APHIS and California together spent more than $68 million during 1990-92 to
eradicate three different infestation of Mediterranean fruit fly, a foreign insect pest
that attacks more than 250 fruits and vegetables. Although these eradication
efforts were costly, they helped protect California’s 418 billion-a-year agricultural
industry from a destructive insect. APHIS economists have determined that
Medfly could cost consumers an additional $ 821 million a year to pay for the costs
of controlling this insect if it became established here.

The successful exclusion of exotic pests and diseases from the United States
depends strongly on the cooperation of counterpart agencies in other countries. IS
cooperates in a number of surveillance and control programs in foreign countries to
reduce the threat to agriculture in both countries.
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(301) 734-3815 TELEPHONE
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‘1S Technical and Non-Technical
Training -

Hired IS Technical Trainer (January 2003)

Effectively assisted'in fheflannin’q, design, and
g%gzing out of the Global Attaché Conference, July

Developed the Statement 6f Work and assisted.with
the new "Assessment” Selection processes for hiring .
H ;

Delivered two Intercultural Communication and
Negotiation courses for"Asia (June, 2003 and Latin
. America (July, 2003) = y
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Delivered "International Foreign Animal Disease
Diagnostic Course” at Plum Island (June, 2003)

In the process of delivering the "Int!. Epidemiology
and Risk Assessment Course” in Ft, Collins, CO

(August, 2003)

Conducted IS Employee Needs Assessment for New
Employee Orientation (June, 2003)

Coordinate mini SPS Orientation for FSOs as they
_rotate fo new posf usslgnmenfs

" Training Goals and Objectives -
FY 2004 (Non-Technical)

Develop New Employee Orientation

Develop "refresher” course for all IS FSO's
- proposed spring/summer 2003

- 1.S. : Yesterday, Today and Tomorrow
Develop a Career Mapping Matrix for
Foreign Service Positions in IS

(career development plans) -

Working with IS on mini orientation
sessions for employees rotating between

Training Goals and Ob jectives
FY 2004 (Technical)

» International Foreign Animal Disease
Diagnostic Course - in English
* September 2004
* International Veterinary Epidemiology
and Risk Analysis Course
= August 2004 .
= Training of Nesseikyo to terminate cold
treatments of Flarida citrus -
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= Intercultural Communication course for
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issues - 2 Day's)
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FY 2004 (Techmcal)

n

= Needs Analysis on "basic"
infrastructure buildin'g in Africa

= Plant Health SysTems Ana|y5|s Course

© = Summer 2004
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Regulatory Analysis and Development Staff
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WHAT AUTHORITY DOES APHIS HAVE TO REGULATE?

CONGRESS PASSES LEGISLATION

THE PRESIDENT SIGNS IT INTO LAW

THE LAW AUTHORIZES OR DIRECTS THE SECRETARY OF AGRICULTURE TO TAKE
CERTAIN ACTIONS

THE SECRETARY DELEGATES AUTHORITY TO THE
ASSISTANT SECRETARY FOR MARKETING AND REGULATORY
PROGRAMS (see 7 CFR 2.22)

THE ASSISTANT SECRETARY, M&RP, DELEGATES AUTHORITY TO THE
ADMINISTRATOR OF APHIS
(see 7 CFR 2.30)

THE ADMINISTRATOR OF APHIS DELEGATES AUTHORITY TO THE
APHIS ASSOCIATE ADMINISTRATOR AND
DEPUTY ADMINISTRATORS/DIRECTORS
(see 7CFR 371.2)



EXAMPLES OF STATUTES UNDER WHICH APHIS OPERATES:

Prohibits Certain
Activities

Authorizes the
Secretary of Agriculture
to Promuigate
Regulations

Requires the Secretary of
Agriculture to Take
Cenain Actions

7US.C. 150bb

§ 150bb. Movement of pests prohibited

(a) In general

No person shall import or enter any plast pest into the United States, or move azy
plant pest interstste, or accept delivery of any piant pest moving from azy foreign
coumzy into or through the United States. or interstate, nnisss the movement is made in
aceordance with such reguistions as the Secretary may prommigate to prevent the
dissenmination into the United States, or interstate, of plant pesm.

(b) Reguiations

The regulations pronmigsted by the Secretary to implement subsection () of this
section msy inciude reguistioms requiring that a plant pest moving into or throagh the
United States, or interstata=—

(1) be accompanied by a perzit issued by the Secretary prior to the movement of
the plant pest: or :

(2) be sccompanind by 3 certifieste of inspection issoed. in a manper and form
required by the Secretary, by appropriste officials of the country or State from
wiich the piant pest is to be moved.
umended Prb . 97-451, § () Jan 12 1988 96 Btat 2523: Puhl. 100-440, TRl IIL

%Sﬂﬂ-l‘lﬂs&l& PuhL. 103465, Title [V, § 431(cX1), Dee. 4, 1954 108

=t

2l US.C 114§

§ 114i. Pseudorabies erndication
(a) Findingy

eradicatad in the United States. i
(b) Establishment of program
. The Seeretsry of Agricuiture shall establish and carry omt 2 program for the
eradicstion of pssudarshies in United States swine populstions.
(e} Use of funds for testing and contrvl of pesudorabies

Tha Secretary shall ensure that not jess than 65 percent of the funds approgriated for
the program established under suhsection (b) of this section shall be used for testing and
scresning of anirmais and for other purposes directiy reistad to the eradiestion or contral
of peendorshies. This requirement on the use of approprixted funds for this program
shall not be implementad in & marmar that wonid sdversely affect sxy other animal or
Mdm’wmmwmdm
(d) Autharization of appropriations

There are suthorized to be appropristed for each of the fiscal yesrs 1991 through 1986
sach sums as mxy be necessary for the purpose of carrying out the program established
under subsection (b) of this section.

(Pub.L. 101624, Title XXV, § 2506, Nov. 28, 1990, 104 Stat. 4063



WHAT IS A REGULATION? HOW DOES IT DIFFER FROM A LAW?

A regulation is promuigated by a Federal agency, as authorized or required by law. A reguiation
is a requirement, or set of requirements, that have general applicability and future effect, and
which the agency intends to have the force and effect of law.

Reguiations are published in the daily issues of the Federal Register. They are codified, annuaily,
in the Code of Federal Regulations (CFR).

Regulations are authorized or required by legislation passed by Congress and signed into law by
the President. This is why we refer to certain statutes, or laws, as “authorizing legislation.” or
“our authorities.”

The laws under which an agency operates are first published as a “slip law.” Slip laws are
compiled annually into the U.S. Stantes at Large. These statutes are codifed in the U.S. Code
(U.S.C).
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WHO MAKES OUR REGULATIONS AND HOW DO THEY GET
PUBLISHED?

This is a team effort.

Two of the major players are the program contact—-from the staff that requests the regulatory
change, and the writer assigned to the project—from Reguiatory Analysis and Developmemnt
(RAD), which is pan of Policy and Program Development (PPD).

_The writer and the staff contact, or contacts, work very closely to draft the regulation. The
progmm is responsible for provxdmgpokcygmdance and technical and scientific mfotmanon. The
writer is responsible for putting the regulation and its accompanying explanation in the proper.
language and format for publication in the Federal Register, and for ensuring that the regulation
meets other legal and administrative requirements.

On most regulations, an economist from Policy Analysis and Development (PAD), PPD, also
works along with the program contact and the writer to prepare an analysis of the economic
impact of the regulation. The Environmental Analysis and Documentation Staff, PPD, prepares
analyses and reiated documents concerning environmental impacts. The Applications and
Information Management staff of APHIS Information Technology unit works with RAD and
program contacts to prepare documentation required under the Paperwork Reduction Act. Many

other peopie also are involved in developing a reguiation. Some are APHIS personnel; others
work elsewhere in the Department or for other agencies.



WHY MUST WE USE THIS PROCESS?
The Administrative Procedure Act (5 U.S.C. 551 et seq.) (see p. 38)

This Act contains the basic requirements for Federal rulemaking. For most rulemaking, the Act
requires:

(1) Publication in the Federal Register of a proposed rule, including either the terms or substance
of the proposed rule.

12) Opportunity for-public participation in rulemaking through submission.of written comments on__
the proposed rule.

(3) Publication in the Federal Register of a final rule, including a statement of basis and purpose.
(4) An effective date for the final rule that is at least 30 days after publication in the Federal
Register, unless the rule relieves restrictions, grants an exemption, or there is other good cause for
making an exception.

This kind of rulemaking is called "informal" or "notice and comment" rulemaking.

o It provides official notice of 2 document's existence and content
o It indicates that the document was properly issued

o It provides evidence that is judicially noticed by a court of law

enforce b ed in the F (See Memoramiwu for Agem.y Regulatory
Comacts, January 26, 1994, p. 42.)



TYPES OF RULES
PROPOSED RULE

Most rulemaking in APHIS begins with a proposed rule. This document must contain:
(1) A preamble, which includes:
an explanation of the proposed rule
- an analysis of the anticipated economic effects of the proposed rule
- g dscnpuon of any information collection requirements

- aninvitation to the pubhc 1o submit comments by @ specified-date-(usuaily 60.days after
publication).

(2) The proposed rule itself, as it would appear in the Code of Federal Regulations.
FINAL RULE

Most rulemaking in APHIS concludes with a final rule. This document must contain:
(1) A preamble, which includes:

- aresponse to the issues raised by commenters

- an analysis of the anticipated economic effects of the final rule

- an effective date

Theeﬁ‘ecnvednemmbenlustBOdzysaﬁupubhanomunlsstheﬁmlnﬂerehm
restrictions, in which case the rule may be made effective sooner.

(2) The final rule, as it will appear in the Code of Federal Regulations.



INTERIM RULE

This type of rule may be used instead of a proposed rule when there is good cause for making a
rule effective before the public has an opportunity to comment on it. (See “The Good Cause
Exception,” 41). An interim rule must be followed by a final rule (called an affirmation of interim
rule when no significant changes are made).

An interim rule contains:
(1) A preamble, which inciudes:

- an explanation of the rule

- an effective date (usually upon publication, but sometimes upon signature)

- adescription of any information collection requirements and the emergency approval mumber
from the Office of Management and Budget necessary for implementing them in an interim rule

- aninvitation to the public to submit comments by a specified date (usuaily 60 days after
publication) ‘

- an analysis of the anticipated economic effects of the rule (however, if an analysis cannot be

completed before the rule is published, it may published in the follow-up final rule or
affirmation).

(2) The rule itself, as it would appear in the Code of Federal Regulations.
ADVANCE NOTICE OF PROPOSED RULEMAKING

This type of rule may precede aproposed rule when the agency wants to obtain preliminary
information. This document contains:

(1) A description of the rulemaking being considered (but usually not specific language that would
appear in the Code of Federal Regulations).

(2) An invitation to the public to submit comments by a specified date (usually 60 days after
publication).

(3) Specific questions or issues that we would like the public to address.



Rule Development and Clearance Process

APHIS decides to issue or
change a rule (based on its
own perception of a need,
or on suggestions of

petitions from the public). |

RWP reviewed and
approved in USDA, and
“significance” established
(if Significant or
Economically Significant,

At APHIS option,
drafting process may
include outside
participation through
informal (e.g., public
meetings) or formal

) rule goes to OMB review).
Prepares Regulatory Work g:az;:tej"
Plan (RWP) summarizing Writer and program expert R % ki
~therate and-itsexpected -begin-drafling-rule~ ulemaking).
impacts.
Draft rule cleared within
APHIS and, if required,
by USDA levels and
OMB. Rule is signed
(usually by APHIS
If “major” as defined by Administrator), sent
USDA Reorganization to FEDERAL
Act, review includes
USDA/ORACBA review REGISTER, and
. . published. IF PROPOSED RULE:
of risk analysis and > Comment period opens
cost-benefit analysis. (usually 60 days).

'

Public Hearings (if
any) are held.

Comments on
Proposed Rule
evaluated, necessary
changes decided.

Final Rule drafted.

Final Rule cleared and
published in accordance

with the above process. |-

Final rule sent to Federal
Register for publication.
Copy sent to Congress.
Most rules effective 30
days afier publication

in the Federal Register.
Under the Small
Business Regulatory
Enforcement Fairness
Act of 1996. “major”
rules under that Act
may not become
effective for at least

60 days.




THE RULEMAKING PROCESS-- further explanation

The chart on the previous page summarizes the steps in a typical rulemaking. This process is
basically the same for all Federal agencies. Further explanation of these key steps follows:

1. Need identified. Anyone can identify the need for a new or modified regulation. An APHIS
program may get a request from an importer, producer, or State cooperator, for example. Or the
Under Secretary may direct APHIS to make some change. Many times, APHIS field personnel
become aware of the need for a change and contact headquarters staff. As appropriate, program
zisk assessments. . '

2. Work plan prepared, cleared, given priority; writer asigned, docket entered into
tracking system.

. The program staff in Riverdale usually prepares.the regulatory work plan (see p. 28). A
blank work plan is available in electronic format from the Regulatory Analysis and
Development staff (RAD), Policy and Program Development (PPD). Call 734-8682.

. The work plan must be signed by the originating office, the regulatory liaison for the
program if VS or PPQ (call RAD if you don’t know who this is), and the Deputy
Administrator before it is submitted to RAD.

. RAD assigns a “docket number” (e.g., Docket 99-001-1 for the first work plan RAD
received in 1999), assigns the new docket (the generic term we use for each regulatory
action) to a writer on the RAD staff, enters information about the docket into the
electronic Docket Tracking System maintained by RAD, distributes copies of the work
plan to various offices in APHIS, including Policy Analysis and Development (PAD),
PPD (for economic analysis); Environmental Analysis and Documentation (EAD), PPD;
Investigative and Enforcement Services, MRPBS; the User Fee Section, MRPBS (when
the docket may affect user fees); the Trade Support Team, International Services (when
the action affects international trade); and Legislative and Public Affairs. Then RAD
sends the original work plan on for additional clearances.

. The clearances required for any work plan depend on the nature of the regulatory action
requested by the work plan. If the action is subject to review by the Office of
Management and Budget (OMB), the clearance chain for the work plan (the clearance
chain for the docket itself is different) after RAD is as follows:

Administrator

Office of Budget and Program Analysis (OBPA), USDA

Under Secretary for Marketing and Regulatory Programs (M&RP)
OMB



(S ]

Some work plans do not require clearance by OMB. These work plans do not go to either
OBPA or OMB. Some work plans for routine actions that do not require OMB review
also do not require clearance by the Under Secretary. (See the Waivers Chart on

p. 21 for information about the types of work plans and dockets that qualify for waivers
of review.) ’

During this clearance process, OMB will decide whether the action is “not significant,”
“significant,” “economically significant,” or “major.” (See the definitions at the end of
this section.) This designation determines whether OMB-wilt review the docket itself
when it is drafted. OMB will review all dockets other than those designated “not
significant.” In addition, 1ot any aclion designated as - cconormcally Sigmiicant by
OMB, USDA'’s Office of Risk Assessment and Cost-Benefit Analysis (ORACBA) will
review the work plan to determine whether the action will result in “a ‘major’ regulation
the primary purpose of which is to regulate issues of human health, human safety, or the
environment.” Under section 304 of the Federal Crop Insurance Reform and Department
of Agriculture Reorganization Act of 1994 (7 U.S.C. 2204e) (see Special Requirements,
p. 25), this type of docket would require specified risk and cost-benefit analysis subject to
review and clearance by ORACBA.

. Proposed rule drafted, cleared within APHIS.

While all this clearance activity is going on, the RAD writer often will begin working
with the program contact to develop the docket. Other staffs complete various analyses at
this time also, as appropriate, including economic, environmental, and paperwork
analyses. The priority for the docket is set by the program (PPQ, VS, AC, etc.). How
quickly the docket is drafied depends on a number of factors, including the program
priority, other APHIS priorities, the workload of the writer and the program contact, and
the complexity of the docket itself.

. Docket reviewéd, cleared by OGC, USDA, OMB.

Once all required analyses are completed and the docket has been drafted and reviewed
by the originating office and RAD, the docket typically goes to the Office of General
Counsel (OGC), USDA, for review for legal sufficiency. (Certain dockets are eligible for
a waiver from OGC review; see the Waiver Chart on p. 21).

Once OGC has cleared the docket for legal sufficiency (or waived review), and RAD has
made any “pencil changes” required by OGC, RAD sends a clean copy on for clearance.



For dockets that do not require OMB review (either because they are exempt from such
review or because they have been designated “not significant™), the clearance chain is as
follows:

Deputy Administrator
Administrator
(Rarely, the Under Secretary, M&RP, if requested by the Under Secretary)

This review is often completed within a day or two.

For dockets that must go to OMB for review (“significant,” “economically signiﬁcant,’5 or
“major” rules), the clearance chain is as follows:

Deputy Administrator

Administrator

OGC

OBPA

Chief Economist and sometimes ORACBA (for review of cost-benefit and risk analyses)
Chief Information Officer (for paperwork review)

Assistant Secretary for Administration (includes Office of Civil Rights)

Under Secretary, M&RP

OMB (for budget and policy review)

Each departmental reviewer is supposed to complete his or her review within 2 weeks,
but may return dockets to APHIS for additional work. Dockets often take several months
to complete departmental review. Then, under Executive Order 12866 (see Special
Requirements, p. 25), OMB is required to complete its review according to the following
schedule:

Proposed rules: 90 days; a 30-day extension is allowed upon notice to
the agency
Final rules: 45 days, if the proposal was reviewed by OMB and there have

been no significant changes; otherwise, 90 days; a 30-day
extension is allowed upon notice to the agency

Advance notices 10 days

of proposed

rulemaking:

Interim rules: Follow the schedule for proposed rules; however, if the

interim rule is the result of an emergency, OMB will
try to expedite review



Direct final None of the types of actions for which APHIS generally
rules: -does DFRs requires OMB review

Once these reviews have been completed and the docket cleared, RAD takes a copy to the
Administrator for signature and then sends the signed copy, along with a diskette and
other required documentation that RAD prepares. to the Federal Register. At this time, for
dockets related to international trade, RAD also takes a copy of the signed docket to the
APHIS Trade Support Team (TST). A representative of the Foreign Agricultural Service
(FAS) is responsible for notifying the World Trade Organization about rules that could
affect trade. FAS often consults with the TST and docket contacts in preparing the

notifications.

5. Docket published in the Federal Register for comment.

The docket is usually published 4 days after it arrives at the Federal Register. On the day
of publication, RAD posts a copy of the docket to the Internet. Instructions for accessing
regulatory information posted to the Internet is on p. 55.

The comment period for proposed and interim rules is generally 60 days. It may be
longer. Dockets that could affect exports from other countries are required to have at
least a 60-day comment period, as are dockets that contain new information collection
requirements under the Paperwork Reduction Act of 1995 (see Special Requirements,
p. 25; also p. 41). '

6. (Optional) A public hearing may be held.

Although not required, APHIS may decide to hold a public hearing during the comment
period. A USDA official, usually someone from RAD, serves as the hearing officer. One
or more program officials with technical knowledge of the proposed rule are present to
answer questions. However, the primary purpose of the hearing is to provide an
opportunity for APHIS to receive oral comments from the public. APHIS may not
respond to comments at the hearing except to explain or clarify provisions of the
proposed rule. An official transcript is always made and placed in the administrative file
for the rulemaking, which is maintained by RAD. RAD also posts a copy to the Internet.

7. Comments arrive.

Comments are sent to RAD. For the most part, RAD requires written comments; a
mailing address is provided in the docket. RAD will accept comments by fax, but does.
not provide the fax number in the docket because too many faxed comments would
swamp the machine and prevent people from getting their comments in on time. RAD
has made special provisions to receive e-mail comments on certain dockets, but is not yet
ready to do this routinely.



Comments must be received on or before the closing date in order for APHIS to make any
changes in the rule based on the comment. Late comments are read, but no changes may
be based on them unless the comment period is reopened and extended through a notice
published in the Federal Register.

APHIS employees sometimes ask whether they may send in comments. Ideally, APHIS
views should be considered during development of a proposal, and there should be little
need for APHIS employees to comment officially during the comment period. However,
“APHIS employees somenmes have construcllve comments to make, and APHIS can only

_ake.action.on the ¢ €
officially. Employees who wish to comment should not use official stationery or official
titles, and should not send the comment through their supervisors. They should comment
as any other private citizen, and their comments will be considered along with all others
received on the docket.

When comments arrive in RAD, they are date stamped, and the commenter’s name,
address, and date of receipt of the comment is logged in. The list of commenters is
posted to the Internet and updated each day. A copy of the comment is sent to the
program contact, the RAD writer, and the APHIS reading room in the South Building
(room 1141), which is maintained by RAD. The original comment is kept in the
administrative file for the docket.

8. Comments are evaluated; changes decided upon.

RAD and the program contact work together to evaluate the comments and prepare
responses 1o the issues raised. Once a decision has been made about what, if any,
changes will be made in the final rule, the writer will work with the program contact to
draft the final rule.

If the action is subject to OMB review (regardless of OMB’s designation for the proposed
rule), we must submit a work sheet to OMB, via OBPA, describing the number and
nature of the comments received on the proposal and what changes we plan to make in
_response to comments. In most cases, the RAD writer prepares this work sheet. OMB
will review the work sheet and desngnate the final rule as “not significant,” “significant,”
“economically significant,” or “major.”

9. Final rule drafted and cleared.

Once the docket has been drafied and reviewed by the originating office and RAD, it
typically goes to the OGC for review. (Again, certain dockets are eligible for a waiver
from OGC review; see the Waiver Chart on p. 21).



. Once OGC has cleared the docket for legal sufficiency (or waived review), and RAD has
made any “pencil changes” required by OGC, RAD sends a clean copy on for clearance.
The clearance chain is the same as described earlier for proposed rules.

. Once all required clearances have obtained, RAD takes a copy of the docket to the
Administrator for signature and then sends the signed copy, along with a diskette and
other required documentation that RAD prepares, to the Federal Register, As with
proposed rules related to international trade, RAD also takes a copy of the signed docket
to the APHIS Trade Support Team. ‘

al ralepublished-in“the Federal Registersbecomeseffective-onspecified-dates

. The docket is usually published 4 days afier it arrives at the Federal Register. On the day
of publication, RAD posts a copy of the docket to the Internet. Final rules may not
become effective until both Houses of Congress and the General Accounting Office have
received notification (see Special Requirements, p. 25). Most final rules are effective 30
days after publication. Dockets designated as “major” by OMB may not become
effective for 60 days afier either publication or the date Congress is notified. whichever is
later. Final rules (other than “major rules™) that relieve restrictions may be made
effective less than 30 days after publication.

Definitions:

Not significant: This term has nothing to do with an action’s importance or priority; it simply
means that OMB has decided not to review the docket.

Significant: An action that is likely to: (1) Have an annual effect on the economy of $100 million
or more or adversely affect in a material way the economy, a section of the economy.
productivity, competition, jobs, the environment, public health or safety. or State, local, or tribal
governments or communities; (2) create a serious inconsistency or otherwise interfere with an
action taken or planned by another agency; (3) materially alter the budgetary impact of
entitlements, grants, user fees, or Joan programs or the rights and obligations of recipients
thereof; or (4) raise novel legal or policy issues arising out of legal mandates, the President’s
priorities, or the principles set forth in Executive Order 12866.

Economically significant: An action likely to result in the effects listed in (1) above.

Note: For further information on “significant” and “economically significant,” see Executive
Order 12866 of September 30, 1993.



Definitions, cont’d

Major rule (as designated by OMB): Any rule that is likely to result in: (1) An annual effect on
the economy of $100 million or more; (2) a major increase in costs or prices for consumers,
individual industries, Federal, State, or local government agencies, or geographic regions; or (3)
significant adverse effects on competition, employment, investment, productivity. innovation, or
on the ability of United States-based enterprises to compete with foreign-based enterprises in
domestic and export markets. (Source: Small Business Regulatory Enforcement Fairness Act of

1996.).

Major rule (as determined by ORACBA): Any regulation that the Secretary of Agriculture
estimates is likely to have an annual impact on the economy of the United States of at least $100
million in 1994 dollars. Major rules whose primary purpose is to regulate issues of human
health, human safety, or the environment require special risk and cost-benefit analyses and must
be reviewed by USDA’s Office of Risk Assessment and Cost-Benefit Analysis. (Source: The
Federal Crop Insurance Reform and Department of Agriculture Reorganization Act of 1994,
section 304.)
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(5) Each shipment of oranges grown
on Honshu Island, Japan, must be
fumigated with methyl bromide after
harvest and prior to exportation to the
United States. Fumigation must be at
the rate of 3 1bs./1000 cu. ft. for 2 hours
at 59 °F or above at normal atmospheric
pressure (chamber only) with a load
factor of 32 percent or below.

(6) * %k %

(i) The individual boxes in which the

anemia during the quarantine period.
We believe this action is warranted
because Iceland has never had a
reported case of dourine, glanders,
equine piroplasmosis, or equine
infectious anemia, and it appears that
horses imported from Iceland would
pose a negligible risk of introducing
those diseases into the United States.
This action would relieve certain testing
requirements for horses imported from

oranges are shipped must be stamped or. Iceland while continuing to protect

printed with a statement specifying the
States into which the Unshu oranges

against the introduction of
communicable diseases of horses into

-may-be.imported, and-from-which they - the United States.

are prohibited removal under a Federal

plant quarantine.
* * * * *
(7) The Unshu oranges may be

imported into the United States only
through a port of entry listed in

§ 319.37-14 of this part, except as
follows:

(i) Unshu oranges from Honshu
Island, Japan, may not be imported into
American Samoa, the Northern Mariana
Islands, Puerto Rico, or the U.S. Virgin
Islands.

(ii) Unshu oranges from Kyushu
Islend, Japan (Prefectures of Fukuoka,
Kumanmoto, Nagasaki, and Saga only),
or Cheju Island, Republic of Korea, may
not be imported into American Samoa,
Arizona, California, Florida, Hawaii,
Louisiana, the Northern Mariana
Islands, Puerto Rico, Texas, or the U.S.
Virgin Islands.

* * * * *

Done in Washington, DC, this 13th day of
April 2001.

Thomas Hunt Shipman,

Acting Defuty Under Secretary, Marketing
and Regulatory Programs.

[FR Doc. 01-9628 Filed 4~17-01; 8:45 am]
BILLING CODE 3410-34-U

DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service
9 CFR Part 93

. [Docket No. 00—010-1)

Horses From Iceland; Quarantine
_Requirements

AGENCY: Animal and Plant Health

Inspecti ice, USDA.
ACTQ‘R: Proposed rule.

SUMMARY: We are proposing to amend
the regulations regarding the
importation of horses to exempt horses
imported from Iceland from testing for
dourine, glanders, equine
piroplasmosis, and equine infectious

DATES: We invite you to comment on
this docket. We will consider all
comments that we receive by June 18,
2001.

ADDRESSES: Please send four copies of
your comment (an original and three
copies) to: Docket No. 00-010-1,
Regulatory Analysis and Development,
PPD, APHIS, Suite 3C03, 4700 River
Road, Unit 118, Riverdale, MD 20737-
1238. Please state that your comment
refers to Docket No. 00-010-1.

You may read any comments that we
receive on this docket in our reading
room. The reading room is located in
room 1141 of the USDA South Building,
14th Street and Independence Avenus
SW., Washington, DC. Normal reading
room hours are 8 a.m. to 4:30 p.m.,
Monday through Friday, except
holidays. To be sure someone is there to
help you, please call (202) 690-2817
before coming.

APHIS documents published in the
Federal Register, and related
information, including the names of
organizations and individuals who have
commented on APHIS dockets, are
available on the Internet at hitp://
www.aphis.usda.gov/ppd/rad/
webrepor.html.

FOR FURTHER INFORMATION CONTACT: Dr.
Glen I Garris, Supervisory Staff Officer,
Regionalization Evaluation Services
Staff, National Center for Import and
Export, VS, APHIS, 4700 River Road
Unit 38, Riverdale, MD 20737-1231;
(301) 734-4356.

SUPPLEMENTARY INFORMATION:

Background

The regulations in 9 CFR part 93
(referred to below as the regulations)
govern the importation into the United
States of specified animals and animal
products to prevent the introduction
into the United States of various animal
diseases, including dourine, glanders,
equine piroplasmosis, and equine
infectious anemia (EIA). Dourine,
glanders, equine piroplasmosis, and EIA
are crippling equine diseases. Dourine,
glanders, and equine piroplasmosis are

not known to exist in the United States.
EIA does exist in the United States, but
the incidence of the disease is very low
(in Fiscal Year 2000, only 0.046 percent
of domestic horses tested for EIA
returned positive results) and official
controls are in place to prevent its
spread. Specifically, the interstate
movement of EIA reactor horses is
prohibited unless a reactor horse is
being moved to (1) a federally inspected
slaughtering facility, (2) a federally
approved diagnostic or research facility,
or (3) the home farm of the reactor.

- Under §93.308(a)-0{-the-regulations,-
horses intended for importation into the
United States from any part of the world
must be quarantined upon arrival and
tested for certain communicable
diseases of horses. Under § 93.308(a)(3),
horses may not be released from
quarantine until they receive negative
results to tests for dourine, glanders,
equine piroplasmosis, and EIA and
undergo any other tests and procedures
that may be required by the
Administrator of the Animal and Plant
Health Inspection Service (APHIS) to
determine their freedom from
communicable diseases. Currently,
horses from Australia and New Zealand
are exempt from testing for dourine and
glanders.

The Government of Iceland has
requested that the U.S. Department of
Agriculture exempt horses imported
from Iceland from testing for dourine,
glanders, equine piroplasmosis, and EIA
during the quarantine period. Iceland
has never had a reported case of
dourine, glanders, equine
piroplasmosis, or EIA.

In response to the Government of
Iceland’s request, APHIS has prepared a
qualitative risk assessment evaluating
the status of dourine, glanders, equine
piroplasmosis, and EIA in Iceland. The
risk assessment is based on
documentation provided by Iceland
regarding its veterinary infrastructure,
animal health monitoring system,
trading practices with other regions, and
other pertinent information. The risk
assessment documents Iceland’s
freedom from communicable diseases of
horses, describes the capabilities of
Iceland's veterinary diagnostic
laboratory, and evaluates Iceland’s
natural and regulatory barriers on the
movement and importation of animals,
among other things. Copies of the risk
assessment may be obtained from the
person listed under FOR FURTHER
INFORMATION CONTACT.

Based on the findings of APHIS’ risk
assessment, we believe that horses
imported from Iceland would pose a
negligible risk of introducing dourine,
glanders, equine piroplasmosis, and EIA
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into the United States. Therefore, we are
proposing to amend § 23.308(a)(3) of the
regulations to exempt horses imported
from Iceland from testing for dourine,
glanders, equine piroplasmosis, and EIA
during the quarantine period. However,
horses imported from iceland would
still have to be quarantined and undergo
any tests and procedures that may be
required by the Administrator to
determine their freedom from
communicable diseases.

Executive Order 12866 and Regulatory
Flexibility Act

This proposed rule has been reviewed
under Executive Order 12866. The rule
has been determined to be not
significant for the purposes of Executive
Order 12866 and, S:erefore, has not
been reviewed by the Office of
Management and Budget.

This proposed rule would exempt
horses imported into the United States
from Iceland from the requirement for
testing for dourine, glanders, equine
piroplasmosis, and EIA during the
quarantine period. As explained
previously in this document, we believe
that there is a negligible risk of horses
imported from Iceland introducing
dourine, glanders, equine
piroplasmosis, and EIA into the United
States.

U.S. importers of horses from Iceland
would be affected by this rule if it is
adopted. These importers would no
longer be required to have horses that
are imported from Iceland tested for
dourine, glanders, equine
- piroplasmosis, and EIA during the
quarantine period. The test for EIA costs
$5; the tests for equine piroplasmosis
cost $9 for each strain for a total of $18;
the test for dourine costs $9; and the test
for glanders costs $9. Therefore,
importers would save a total of $41 on
each horse imported from Iceland.
Horses imported from Iceland would
still be required to undergo a 3-day
quarantine after arrival in the United
States and undergg any other tests and
procedures that may be required by
APHIS to determine their freedom from
communicable diseases.

According to the 1997 Census of
Agriculture, the United States had a
total population of at least 2,427,277
horses in that year. In 1999, the United
States exported 78,702 horses valued at
$293 million, and imported 30,398
horses valued at $326 million. However,
only 166 (less than 1 percent) of those
horses were imported from Iceland. The
total number of horses imported from
Iceland is small due in part to the prices
of these horses, which averaged $4,367.
All of the horses imported from Iceland
in 1999 were nonpurebred horses. As a

comparison, nonpurebred horses
imported from Canada into the United
States had an average value of $1,450 in
1999.

The overall impact of this proposed-
rule, if adopted, should be small.
Importers would save on the
importation of horses, but the overall
savings would be small. Had this rule
been in place in 1999 and applied to the
166 horses imported from Iceland in
that year, importers would have saved a
total of $6,806.

APHIS does not expect that the

-number of horses imported from Iceland
into the United States would increase
significantly as a result of this proposed
rule. The cost reduction associated with
this proposed rule would be less than 1
Eercent of the average price of those

orses imported from Iceland into the
United States in 1999, Therefore, this
proposed rule is not expected to have a
significant impact on U.S. importers of
horses from Iceland, regardless of their
size.

Under these circumstances, the
Administrator of the Animal and Plant
Health Inspection Service has
determined that this action would not *
have a significant economic impact on
a substantial number of small entities.

Executive Order 12988

This proposed rule has been reviewed
under Executive Order 12988, Civil
Justice Reform. If this proposed rule is
adopted: (1) All State and local laws and
regulations that are inconsistent with
this rule will be preempted; (2) no
retroactive effect will be given to this
rule; and (3) administrative proceedings
will not be required before parties may
file suit in court challenging this rule,

Paperwork Reduction Act

This proposed rule contains no
information collection or recordkeeping
requirements under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501
et seq.).

List of Subjects in 9 CFR Part 83

Animal diseases, Imports, Livestock,
Poultry and poultry products,
Quarantine, Reporting and
recordkeeping reguirements.

Accordingly, we propose to amend 9
CFR part 93 as follows:

PART 93—IMPORTATION OF CERTAIN
ANIMALS, BIRDS, AND POULTRY,
AND CERTAIN ANIMAL, BIRD, AND
POULTRY PRODUCTS;
REQUIREMENTS FOR MEANS OF
CONVEYANCE AND SHIPPING

_ CONTAINERS

1. The authority citation for part 93
would continue to read as follows:

Authority: 7 U.S.C. 1622; 19 U.S.C. 1306;
21 U.S.C. 102-105, 111, 1148, 134a, 134b,
134c, 134d, 134f, 136, and 136a; 31 U.S.C.
9701; 7 CFR 2.22, 2.80, and 371.4.

2. In §93.308, paragraph (a)(3) would
be revised to read as follows:

§93.308 Quarantine requirements.
a) * X %

(3) To qualify for release from
quarantine, all horses, except horses
from Iceland, must test negative to
official tests for dourine, glanders,
equine piroplasmosis, and equine
infectious-anemia-4-However-herses
imported from Australia and New
Zealand are exempt from testing for
dourine and glanders, In addition, all
horses must undergo any other tests,
inspections, disinfections, and
precautionary treatments that may be
required by the Administrator to
determine their freedom from
communicable diseases.

* * * * *

Done in Washington, DC, this 12th day of
April 2001.

Bobby R. Acord,

Acting Administrator, Animal and Plant
Health Inspection Service.

[FR Doc. 01-8625 Filed 4-17-01; 8:45 am]
BILLING CODE 3410-34-P

DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

9 CFR Part 101
[Docket No. 99-040-2}

Viruses, Serums, Toxins, and
Analogous Products; Definitions

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Proposed rule; withdrawal.

SUMMARY: We are withdrawing a
proposed rule to amend the Virus-
Serum-Toxin Act regulations by adding
a definition of the term dog. The
proposed rule would have defined the
term dog to include all members of the
species Canis familiaris, Canis lupus, or
any dog-wolf cross, The effect of the

14 Because the official tests for dourine and
glanders are performed only st the National
Veterinary Services Laboratories in Ames, IA, the
protocols for those tests have not been published
and are, therefore, not available; b , copies of
"Protocol for the Complement-Fixation Test for
Equine Piroplasmosis " and *Protocol for the
Immuno-Diffusion (Coggins) Test for Equine
Infectious A may be obtained from the

3n "

Animz] and Plant Health Inspection Service,
Veterinary Services, National Center for Import-
Export, 4700 River Road Unjt 38, Riverdale, MD
207371231,
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This section of the FEDERAL REGISTER entitled to restoration of their annual imported from Iceland while continuing
contains regulatory documents having general  leave under these regulations. to protect against the introduction of
applicability and legal effect, most of which The effective date of the interim communicable diseases of horses into

are keyed to and codified in the Code of regulations were incorrect. The effective the United States.
Federal Regulations, which is published under date of the interim regulations is

50 tities pursuant to 44 U.S.C. 1510. November 2, 2001, the date of EFFECTIVE DATE: November 6, 2001.

The Code of Federal Regulations is sold by publication in the Federal Register.In ~ FOR FURTHER INFORMATION CONTACT: Dr.
the Superintendent of Dogwments, Prices gf its “Waiver of Notice of Proposed Rule  "Glen I. Garris, Supervisory Staff Officer,
Tiew bools are tisted in the first FEDERAL “Making snid Delay i Effective Date,” ~— ~Regionalization and Evaluation Services

REGISTER issue of each week. OPM stated that there was good cause Staff, National Center for Import and
for making this rule effective in less Export, VS, APHIS, 4700 River Road
than 30 days. The delay in the effective ~ Unit 38, Riverdale, MD 20737-1231;
OFFICE OF PERSONNEL date is being waived to give affected (301) 734-4356.
MANAGEMENT "':)glizg’::: :}s‘e E?:ﬁm;f ﬂ;::fb‘ll:w SUPPLEMENTARY INFORMATION:
5 CFR Part 630 P quickyas p - Background
RIN 3206-AJ51 Regulatory Flexibility Act ’ )
1 certify that these regulations will not _ On April 18, 2001, we published in
Absence and Leave; Use of Restored  have significant economic impact on a e Federal Register (66 FR 19896
Annual Leave substantial number of small entities 19899, Docket No. 00-010-1), a
because they will affect only Federal proposal to amend the animal
AGENCY: Office of Personnel ; importation regulations in 9 CFR part 93
agencies and employees. P pule . P
Management. ; . . to exempt horses importéed from Iceland
ACTION: Interim rule; correction. List of Subjects 5 in CFR Part 630

from testing for dourine, glanders,

, equine piroplasmosis and equine
SUMMARY: This document corrects the Government employees i,?fecﬁof,s a}I)xemia (EIA) dur[i]ng the
effective date of the interim regulations ~ Office _°f Personnel Management. quarantine period. Iceland has never
that were originally published in the Jacquline D. Carter, had a reported case of dourine, glanders,
Federal Register on Friday, November ~ Federal Register Liaison Officer. equine piroplasmosis, or EIA. The
2, 2001 (66 FR 55557). The interim [FR Doc. 01-27959 Filed 11-2-01; 2:29 pm])

: v Government of Iceland requested that
regulations provide that employees who  giLLNG copE s325-28- the U.S. Department of Agriculture
would forfeit excess annual leave exempt horses imported from Iceland
because of their work to support the from testing for dourine, glanders,
Nation during the current national DEPARTMENT OF AGRICULTURE equine prioplasmosis, and EIA during
emergency will be deemed to have the quarantine period.
scheduled their excess annual leave in  Animal and Plant Health Inspection

s p We solicited comments concerning
advance. The correct effective date of Service :
the interim regulations is November 2, our proposa_iifor 60 days ending June 18,
2001 We did ot rcuve sy commonts
EFFECTIVE DATE: The effective date of the  [pocket No. 00-010-2] proposed ,rule, we are ado;g)ting the
interim rule published on November 2, proposed rule as a final rule, without '
2001 at 66 FR 55557 is corrected toread  Horses From Iceland; Quarantine change ’
“November 2, 2001.” Requirements Effocti ) Date
FOR FURTHER INFORMATION CONTACT: . eciive La

AGENCY: Animal and Plant Health . .
Sharon A, Herzberg at (202) 606-2858, i ice, USDA. This is a substantive rule that relieves
FAX (202) 606-0824, or email eﬂ‘wm\ restrictions and. surscant o the
payleave@opm.gov. ACTION: Final rufe: > provision of § U g C. 553, may be made

.S.C. 553,

SUPPLEMENTARY INFORMATION: On SUMMARY: We are amending the effective less than 30 days after
November 2, 2001, the Office of regulations regarding the importation of publication in the Federal Register.
Personnel Management (OPM) issued horses to exempt horses imported from  This rule exempts horses imported from
interim regulations to aid agencies and  Iceland from testing for dourine, Iceland from the requirement for testing
employees responding to the “National  glanders, equine piroplasmosis, and for dourine, glanders, equine -
Emergency by Reason of Certain equine infectious anemia during the piroplasmosis, and EIA during the
Terrorist Attacks” on the World Trade ~ quarantine period. Given that Iceland quarantine period based on our
Center and the Pentagon. The interim' has never had a reported case of determination that horses from Iceland
regulations provide that employees who  dourine, glanders, equine present a negligible risk of introducing
would forfeit excess annual leave piroplasmosis, or equine infectious those diseases into the United States.
because of their work to support the anemia, we have determined that horses Therefore, the Administrator of the
Nation during the current national imported from Iceland pose a negligible ~ Animal and Plant Health Inspection
emergency will be deemed to have risk of introducing those diseases into Service (APHIS) has determined that

scheduled their excess annual leave in  the United States. This action relieves this rule should be effective upon
advance. These employees will be certain testing requirements for horses ~ publication in the Federal Register.
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Executive Order 12866 and Regulatory
Flexibility Act

This rule has been reviewed under
Executive Order 12866. The rule has
been determined to be not significant for
the purposes of Executive Order 12866
and, therefore, has not been reviewed by
the Office of Management and Budget.

This rule exempts horses imported
into the United States from Iceland from
the requirement for testing for dourine,
glanders, equine piroplasmosis, and EIA
during the quarantine period. As

-explained-previously-in this document,

cost reduction associated with this rule
is less than 1 percent of the average
price of horses imported from Iceland
into the United States in 1999.
Therefore, this rule is expected to have
only minimal economic effects on U.S.
importers of horses from Iceland,
regardless of their size.

Under these circumstances, the
Administrator of the Animal and Plant
Health Inspection Service has
determined that this action will not
have a significant economic impact on
a substantial number of small entities.

imported from Australia and New
Zealand are exempt from testing for
dourine and glam})ers. In addition, all
horses must undergo any other tests,
inspections, disinfections, and
precautionary treatments that may be
required by the Administrator to
determine their freedom from

communicable diseases.
* ® * * *

Done in Washington, DC, this 31st day of
—October-2001—
W. Ron DeHaven,

we have determined that there is a
negligible risk of horses imported from
Iceland introducing dourine, glanders,
equine piroplasmosis, and EIA into the
United States.

As aresult of this rule, U.S. importers
of horses from Iceland will no longer be
required to have those horses tested for
dourine, glanders, equine
piroplasmosis, and EIA during the
quarantine period. The test for EIA costs
$5; the tests for equine piroplasmosis
cost $9 for each strain for a total of $18;
the test for dourine costs $9; and the test
for glanders costs $9. Therefore,
importers will save a total of $41 on
each horse imported from Iceland.
Horses imported from Iceland will still
be required to undergo a 3-day
quarantine after arrival in the United
States and undergo any other tests and
procedures that may be required by
APHIS to determine their freedom from
communicable diseases.

According to the 1997 Census of
Agriculture, the United States hada -
total population of at least 2,427,277
horses in that year. In 1999, the United
States exported 78,702 horses valued at
$293 million, and imported 30,398
horses valued at $326 million. However,
only 166 (less than 1 percent) of those
horses were imported from Iceland. The
total number of horses imported from
Iceland is small due in part to the prices
of these horses, which averaged $4,367.
All of the horses imported from Iceland
in 1999 were nonpurebred horses. As a
comparison, nonpurebred horses
imported from Canada into the United
States had an average value of $1,450 in
1999,

The overall economic impact of this
rule will be minimal. Importers will
save on the importation of horses, but
the overall savings will be small. Had
this rule been in place in 1999 and
applied to the 166 horses imported from
Iceland in that year, importers would
have saved a total of $6,806.

APHIS does not expect that the
number of horses imported from Iceland
into the United States will increase
significantly as a result of this rule. The

Executive Order 12988

This final rule has been reviewed
under Executive Order 12988, Civil
Justice Reform. This rule: (1) Preempts
all State and local laws and regulations
that are inconsistent with this rule; (2)
has no retroactive effect; and (3) does
not require administrative proceedings
before parties may file suit in court
challenging this rule.

Paperwork Reduction Act

This final rule contains no
information collection or recordkeeping
requirements under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501
et seq.).

List of Subjects in 9 CFR Part 93

Animal diseases, Imports, Livestock,
Poultry and poultry products,
Quarantine, Reporting and
recordkeeping requirements.

Accordingly, we are amending 9 CFR
part 93 as follows:

PART 93—IMPORTATION OF CERTAIN
ANIMALS, BIRDS, AND POULTRY,
AND CERTAIN ANIMAL, BIRD, AND
POULTRY PRODUCTS;
REQUIREMENTS FOR MEANS OF
CONVEYANCE AND SHIPPING
CONTAINERS

1. The authority citation for part 93
continues to read as follows:

Autherity: 7 U.S.C. 1622; 19 U.S.C. 1306;
21U.S.C. 102-105, 111, 114a, 134a, 134b,
134c, 1344, 134f, 136, and 136g; 31 U.S.C.
9701; 7 CFR 2.22, 2.80, and 371.4.

2. In §93.308, paragraph (a)(3) is
revised to read as follows:

§93.308 Quarantine requirements.

(a) * % *

(3) To qualify for release from
quarantine, all horses, except horses
from Iceland, must test negative to
official tests for dourine, glanders,
equine piroplasmosis, and equine
infectious anemia.’* However, horses

14 Because the official tests for dourine and
glanders are performed only at the National

AI-U.IFS ﬁdmz'mstmtor,—Anmdmd—Plunt*
Health Inspection Service.

[FR Doc. 01-27816 Filed 11-5-01; 8:45 am]}
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21 CFR Chapter

Change of Address; Technical
Amendment

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule; technical
amendment.

SUMMARY: The Food and Drug
Administration (FDA) is amending its
regulations to reflect a change in the
address for the Center for Food Safety
and Applied Nutrition (CFSAN). This
action is editorial in nature and is
intended to improve the accuracy of the
agency’s regulations.

EFFECTIVE DATE: December 14, 2001.

FOR FURTHER INFORMATION CONTACT:
Joyce Strong, Office of Policy, Planning,
and Legislation (HF-27), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827-7010.
SUPPLEMENTARY INFORMATION: FDA is -
amending its regulations in 21 CFR
parts 1, 5, 10, 70, 71, 73, 80, 100, 101,
102, 106, 107, 108, 109, 110, 130, 161,
165,170,172, 173, 175, 176,177, 178,
180, 181, 184, 189, 190, 211, 701, 1240,
and 1250 to reflect a change in the
address for CFSAN. The current address
listed in the above regulations is 200 C
Street, SW., Washington, DC 20204. The

Veterinary Services Laboratories in Ames, IA, the
protocols for those tests have not been published
and are, therefore, not available; however, copies of
*Protocol for the Complement-Fixation Test for
Equine Piroplasmosis ” and “Protocol for the
Immunno-Diffusion (Coggins) Test For Equine
Infectious Anemia " mey be obtained from the
Animal and Plant Health Inspection Service,
Veterinary Services, National Center for Import-
Export, 4700 River Road Unit 38, Riverdale, MD
20737-1231.
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International Standards
PROMOTE

» Harmonized phytosanitary requirements
worldwide
» Easy movement of international trade

Current APHIS WPM Regulations

* allows bark free WPM 10 be imported [rom any
country (except China)

+ needs 1o he revised to become consistedr with the
Inrernational Standard

« are inadequate 1o cover increased 1rade

« are inadequare in preventing pests such as
the Asian longhomed heotle Astoplophora
glabng_e_ng[; (Cyrambycidae), pine shaot beetle

Tomicus pinigerda (Scolyridae) and

cmcrald 8sh borer Agrilys planivegnis
(Buprestidac)




Increased Interceptions

[
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Nurmber of Pest
Inlerceplidns
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IPPC Standard

Products affected by
International Standard

include unprocessed raw wood
(hardwood/softwood)

packaging including dunnage

IPPC Standard

Wood Packing Material
made entirely of

processed manufactured wood such as

plywood, particle board, oricnred strand board
“OSB”, corrugated board, and venecr

are exempt from the stanidard




IPPC Standard Requirements

No requirement for debarking except
Dunnage is require
to be treated
under approved measures or sjould, as a
minimum, be made from bark-free wood
that is free from pests and sigms of live
pests

IPPC Standard Requirements
BEAT TREATMENT:

Wood Packaging Materinl hented to a minimum
wood corg temperunsts of §6° (133 F) for a minimum of 30
minutes; OR

FUMIGATION with methyl bromide fPB):
Fumigation is done using the schedule in Annex1 of the

8
standard (ISPM#18)
Tomperature Dosags Rake Minjmum Concentrsjion (g ine/1000 6,f
c1F (g™ Ib&1000 c.f

08w 20k 40hbr 16.0 N

21170 0r above | 48/ 16 36/226 2018 [17/1.068 |14/ 0.876
16761 of sbove | 30/ 3.5 238 |01 (00133 [0
117 52 oF shove | 84/ 4 LK) S22 221576 | 10/1.19

IPPC Standard Requirements

Official Mark on the woqd
No paper certification is reqjpired
ANNEX II Marking for Appraved Measurds (HT % MB)

]
: XX - 000
YY

NOTE: Wnere gebaring Is roquired for aunnapge, e leners D8 should
be aaded 10 the abbreviatian of the appmven re.




IPPC Standard

Can other measures be considered for
approval under JPPC Standard?

If efficacy dawa is presented, the daig can be
brought 1 the attenuon of the signatodies of the
IPPC for possible incorparation into thy standard

IPPC Standard Requirements

* National Plant Protection Organizaftion
(NPPO) of exporting country is requircd 10
ensure that systems for exports meet
requirements of IPPC standard

* In U.S., the requirement for HT that has
adopted for the EU mects the international
standard

* In U.8,, the requirements for fumigation with

MB are still under development and will be
ready soon

Completed Timeline For
Importing SWPM Into U.S.

< Aprl 2002 U.S. decided ro propose that the (PPC
Swundard be adopred
4 August 2002 North American Planc Pr:lceetion

Organization (NAPPO) mambers agreed 1o
plan 1 cooperats 1 irmplémant IPPC on
6/1/03

4B August 14, 2002 APHIS publighed netice gf intent ta
prepure an Environmenm) Impaet
Suatement (K1S)

e November 11,2002  EPA published dratt LIS relisted 1o the
Eropun\ vo adopt the 1PPC standard.
omments due date was {2/30/02




Timeline For Importing SWPM
Into U.S. to be Completed

A Mny 20, 2003 APHIS published praposed rule and
notice ol public hicnrings.

= June, 2003 APHIS neld teee puhlic hearingsjon this
praposedsule in Scatle WA, In Jong Rench ,CA, and in
Waahiington, DG,

. July 31, 2003 APHIS recerved npproximotely 970 seniments
an the propasal, including maicly 908 slight
variants of 8 single emall form )

& Sepranber 19,2003  APHIS published nagice of availability for
prewnber 19, APHIS pu sice of gvailapility

s Oct-Nov, 2003 APATS antcipates 1 publish its firial rule

Enforcement of WPM
Regulations

* Regulations will be phased in, compliance may
-- Begin with notification and trearment af porty,
paper certificates will not be allowed)
~ Next, targeted inspections, no port maatments

- Finally, refusal or destruction, possible fines for
defaced or false markings

Planned Implementation Dates

for
North American
Plant Protection Organization

U.S,, Caneada and| Mexico
Juanuary 2, 2004

* NAPPO countries will treat the Noith American border as all
countries' border

* NAPPO counrrica will monitor and zhure dll,t on compliance

* NAPPO countries will base ingpection on level of
compliance
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