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number of responses multiplied by the
reporting burden per response.)

All responses to this notice will be
summarized and included in the request
for OMB approval. All comments will
also become a matter of public record.

Done in Washington, DG, this 29th day of
November 2001.

W. Ron DeHaven,

Acting Administrator, Animal and Plant
Health Inspection Service.

[FR Doc. 01-30109 Filed 12—4-01; 8:45 am]
BILLING CODE 3410-34-P

DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

[Docket No. 01-039-2]

Availability of an Environmental
Assessment and Finding of No
Significant Impact

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Notice.

SUMMARY: We are advising the public
that an environmental assessment and
finding of no significant impact have
been prepared by the Animal and Plant
Health Inspection Service relative to a
demonstration project to eradicate and
prevent the spread of the aquatic weed
giant salvinia in the Toledo Bend
Reservoir and surrounding areas in
Louisiana and eastern Texas. The
environmental assessment provides a
basis for our conclusion that the
implementation of the demonstration
project will not have a significant
impact on the quality of the human
environment. Based on its finding of no
significant impact, the Animal and Plant
Health Inspection Service has
determined that an environmental
impact statement need not be prepared.

ADDRESSES: Copies of the environmental
assessment and finding of no significant
impact are available for public
inspection at USDA, room 1141, South
Building, 14th Street and Independence
Avenue SW., Washington, DC, between
8 a.m. and 4:30 p.m., Monday through
Friday, except holidays. Persons
wishing to inspect theses documents are
requested to call (202) 690-2817 before
coming.

FOR FURTHER INFORMATION CONTACT: Dr.
Alan V. Tasker, National Weed Program
Coordinator, Invasive Species and Pest
Management, PPQ, APHIS, 4700 River
Road Unit 134, Riverdale, MD 20737—
1236; (301) 734-5225.

SUPPLEMENTARY INFORMATION:

Background

Giant salvinia (Salvinia molesta) is a
free-floating aquatic fern, native to
South America, with a tremendous
growth rate and the potential to
significantly affect water-reliant
agricultural industries, recreation, and
the ecology of freshwater habitats
throughout much of the United States.

The Animal and Plant Health
Inspection Service (APHIS) listed giant
salvinia as a noxious weed in 1983.
Under APHIS’ regulations, no person
may move giant salvinia into or through
the United States, or interstate, unless
he or she obtains a permit for the
movement from APHIS.

In the past several years, giant
salvinia has been detected in the United
States, mostly in association with the
nursery trade in aquatic plants.
Generally, detections have been in
small, confined sites and are currently
contained or have been eradicated. Such
detections have occurred in Alabama,
Arizona, Florida, Hawaii, Indiana,
Louisiana, Maryland, Missouri, North
Carolina, South Carolina, Texas, and
Virginia. Of more serious and
immediate concern is the current
infestation in the Toledo Bend Reservoir
and the surrounding areas in Louisiana
and eastern Texas. The Toledo Bend
Reservoir infestation is a major one in
a large body of water.

Because current efforts to eradicate
giant salvinia in the Toledo Bend
Reservoir and the surrounding areas in
Louisiana and eastern Texas have been
unsuccessful, APHIS has evaluated
additional control methods available to
help eradicate this noxious weed. These
control methods include:

* An integrated control approach
utilizing herbicides and mechanical,
biological, and regulatory controls.

» A biological control program that
requires no herbicide application.

On July 24, 2001, we published in the
Federal Register (66 FR 38414—38415,
Docket No. 01-039-1) a notice in which
we announced the availability, for
public review and comment, of an
environmental assessment that
examines the potential environmental
effects of the giant salvinia control
methods described above on the Toledo
Bend Reservoir and surrounding areas
in Louisiana and eastern Texas. We
solicited comments on the
environmental assessment for 30 days
ending on August 23, 2001. We received
no comments by that date.

In this document, we are advising the
public of APHIS’ record of decision and
finding of no significant impact
regarding the use of the methods
described above to control giant salvinia

in the Toledo Bend Reservoir and
surrounding areas in Louisiana and
eastern Texas. This decision, which is
based on the findings of the
environmental assessment, will allow
APHIS to begin giant salvinia control
activities in the Toledo Bend Reservoir
and surrounding areas.

The environmental assessment and
finding of no significant impact may be
viewed on the Internet at http://
www.aphis.usda.gov/ppd/es/
ppgdocs.html. You may request paper
copies of the environmental assessment
and finding of no significant impact by
calling or writing to the person listed
under FOR FURTHER INFORMATION
CONTACT. Please refer to the title of the
environmental assessment when
requesting copies. The environmental
assessment and finding of no significant
impact are also available for review in
our reading room (information on the
location and hours of the reading room
is listed under the heading ADDRESSES at
the beginning of this notice).

The environmental assessment and
finding of no significant impact have
been prepared in accordance with: (1)
The National Environmental Policy Act
of 1969 (NEPA), as amended (42 U.S.C.
4321 et seq.), (2) regulations of the
Council on Environmental Quality for
implementing the procedural provisions
of NEPA (40 CFR parts 1500-1508), (3)
USDA regulations implementing NEPA
(7 CFR part 1), and (4) APHIS’ NEPA
Implementing Procedures (7 CFR part
372).

Done in Washington, DG, this 29th day of
November 2001.

W. Ron DeHaven,

Acting Administrator, Animal and Plant
Health Inspection Service.

[FR Doc. 01-30106 Filed 12—4-01; 8:45 am]
BILLING CODE 3410-34-P

DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

[Docket No. 01-099-1]

Draft Guidelines on Pharmacovigilance
of Veterinary Medicinal Products:
Management of Periodic Summary
Update Reports (PSUs) (VICH Topic
GL29) and Pharmacovigilance of
Veterinary Medicinal Products:
Controlled List of Terms (VICH Topic
GL30)

AGENCY: Animal and Plant Health
Inspection Service, USDA.
ACTION: Notice of availability and
request for comments.
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SUMMARY: The International Cooperation
on Harmonization of Technical
Requirements for the Registration of
Veterinary Medicinal Products (VICH)
has developed two draft guidelines
titled “Pharmacovigilance of Veterinary
Medicinal Products: Management of
Periodic Summary Update Reports
(PSUs)” and “Pharmacovigilance of
Veterinary Medicinal Products:
Controlled List of Terms.” These draft
guidelines provide, respectively,
recommendations for the management
of the detection and investigation of the
clinical effects of marketed veterinary
medicinal products and the terminology
used to describe veterinary medicinal
products, animals, clinical signs, and
associated body systems and organs in
adverse event reports. Because the draft
guidelines apply to pharmacovigilance
and adverse event reporting on
veterinary vaccines regulated by the
Animal and Plant Health Inspection
Service under the Virus-Serum-Toxin
Act, we are requesting comments on the
scope of each guideline and its
provisions so that we may include any
relevant public input on the drafts in
the Agency’s comments to the VICH
Steering Committee.

DATES: We invite you to comment on
this docket. We will consider all
comments we receive that are
postmarked, delivered, or e-mailed by
February 4, 2002.

ADDRESSES: You may submit comments
by postal mail/commercial delivery or
by e-mail. If you use postal mail/
commercial delivery, please send four
copies of your comment (an original and
three copies) to: Docket No. 01-099-1,
Regulatory Analysis and Development,
PPD, APHIS, Station 3C71, 4700 River
Road Unit 118, Riverdale, MD 20737—
1238. Please state that your comment
refers to Docket No. 01-099-1. If you
use e-mail, address your comment to
regulations@aphis.usda.gov. Your
comment must be contained in the body
of your message; do not send attached
files. Please include your name and
address in your message and ‘‘Docket
No. 01-099-1" on the subject line.

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 Avenue
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 http://
www.aphis.usda.gov/ppd/rad/
webrepor.html.

You may request copies of the draft
guidelines ‘“Pharmacovigilance of
Veterinary Medicinal Products:
Management of Periodic Update
Summary Reports (PSUs)”” and
“Pharmacovigilance of Veterinary
Medicinal Products: Controlled List of
Terms” by contacting the person listed
under FOR FURTHER INFORMATION
CONTACT.

FOR FURTHER INFORMATION CONTACT: Dr.
Albert P. Morgan, Center for Veterinary
Biologics-Licensing and Policy
Development, VS, APHIS, 4700 River
Road Unit 148, Riverdale, MD 20737-
1231; (301) 734-8245.

SUPPLEMENTARY INFORMATION: The
International Cooperation on
Harmonization of Technical
Requirements for the Registration of
Veterinary Medicinal Products (VICH) is
a unique project conducted under the
auspices of the Office International des
Epizooties that brings together the
regulatory authorities of the European
Union, Japan, and the United States and
representatives from the animal health
industry in the three regions. The
purpose of VICH is to harmonize
technical requirements for veterinary
products (both drugs and biologics).
Regulatory authorities and industry
experts from Australia and New Zealand
participate in an observer capacity. The
World Federation of the Animal Health
Industry (COMISA, the Confederation
Mondiale de L’Industrie de la Sante
Animale) provides the secretarial and
administrative support for VICH
activities.

The United States Government is
represented in VICH by the Food and
Drug Administration (FDA) and the
Animal and Plant Health Inspection
Service (APHIS). The FDA provides
expertise on veterinary drugs, while
APHIS fills a corresponding role for
veterinary biological products. As VICH
members, APHIS and FDA participate in
efforts to enhance harmonization and
have expressed their commitment to
seeking scientifically based harmonized
technical requirements for the
development of veterinary drugs and
biological products. One of the goals of
harmonization is to identify and reduce
the differences in technical
requirements for veterinary drugs and
biologics among regulatory agencies in
different countries.

Two draft guidelines have been made
available by the VICH Steering
Committee for comments by interested

parties. The first draft guideline,
“Pharmacovigilance of Veterinary
Medicinal Products: Management of
Periodic Summary Update Reports
(PSUs)” (VICH Topic GL29), is intended
to provide general recommendations for
the management of the detection and
investigation of the clinical effects of
marketed veterinary medicinal
products. Because the draft guideline
applies to some veterinary biological
products regulated by APHIS under the
Virus-Serum-Toxin Act—particularly
with regard to adverse event reporting—
we are requesting comments on its
provisions so that we may include any
relevant public input on the draft in the
Agency’s comments to the VICH
Steering Committee.

The second draft guideline,
“Pharmacovigilance of Veterinary
Medicinal Products: Controlled List of
Terms” (VICH Topic GL30), is intended
to provide a controlled list of
terminology for describing clinical signs
and associated body systems and organs
for reporting an adverse event
associated with the use of veterinary
medicinal products. Again, because the
draft guideline applies to some
veterinary biological products regulated
by APHIS under the Virus-Serum-Toxin
Act—particularly with regard to
ensuring that consistent terminology is
used to describe an adverse event
associated with the use of a veterinary
medicinal product—we are requesting
comments on its provisions so that we
may include any relevant public input
on the draft in the Agency’s comments
to the VICH Steering Committee.

The two draft guidelines reflect,
respectively, current APHIS thinking on
the management of PSUs and the
appropriate terminology for use in
describing an adverse event concerning
the use of veterinary biological
products. In accordance with the VICH
process, once a final draft of each
document has been approved, the
guideline will be recommended for
adoption by the regulatory bodies of the
European Union, Japan, and the United
States. As with all VICH documents,
each final guideline will not create or
confer any rights for or on any person
and will not operate to bind APHIS or
the public. Further, the VICH guidelines
specifically provide for the use of
alternative approaches if those
approaches satisfy applicable regulatory
requirements.

Ultimately, APHIS intends to consider
the VICH Steering Committee’s final
guidelines for use by U.S. veterinary
biologics licensees, permittees, and
applicants. In addition, we may
consider the use of each final guideline
as the basis for proposed amendments to



63214

Federal Register/Vol. 66, No. 234/ Wednesday, December 5, 2001/ Notices

the regulations in 9 CFR chapter I,
subchapter E (Viruses, Serums, Toxins,
and Analogous Products: Organisms and
Vectors). Because we anticipate that
applicable provisions of the final
versions of “Pharmacovigilance of
Veterinary Medicinal Products:
Management of Periodic Summary
Update Reports (PSUs)”” and
“Pharmacovigilance of Veterinary
Medicinal Products: Controlled List of
Terms” may be introduced into APHIS’
veterinary biologics regulatory program
in the future, we encourage your
comments on the draft guidelines.

Authority: 21 U.S.C. 151 ef seq.

Done in Washington, DC, this 29th day of
November 2001.
W. Ron DeHaven,

Acting Administrator, Animal and Plant
Health Inspection Service.

[FR Doc. 01-30108 Filed 12—4—01; 8:45 am]
BILLING CODE 3410-34-P

DEPARTMENT OF AGRICULTURE
Forest Service

Newspapers To Be Used for
Publication of Legal Notice of
Appealable Decisions and Corrections
for the Southern Region; Alabama,
Kentucky, Georgia, Tennessee,
Florida, Louisiana, Mississippi,
Virginia, West Virginia, Arkansas,
Oklahoma, North Carolina, South
Carolina, Texas, Puerto Rico

AGENCY: Forest Service, USDA.
ACTION: Notice and correction.

SUMMARY: Deciding Officers in the
Southern Region will publish notice of
decisions subject to administrative
appeal under 36 CFR part 217 in the
legal notice section of the newspapers
listed in the Supplementary Information
section of this notice. As provided in 36
CFR part 217.5(d), the public shall be
advised through Federal Register
notice, of the principal newspaper to be
utilized for publishing legal notice of
decisions. Newspaper publication of
notice of decisions is in addition to
direct notice of decisions to those
known to be interested in or affected by
a specific decision. The Responsible
Official under 36 CFR part 215 gave
annual notice in the Federal Register
published on May 9, 2001, of principal
newspapers to be utilized for publishing
notice of proposed actions and of
decisions subject to appeal under 36
CFR part 215. The list of newspapers to
be used for 215 notice and decision is
corrected.

DATES: Use of these newspapers for
purposes of publishing legal notice of

decisions subject to appeal under 36
CFR part 217 and the use of the
corrected newspaper listed under 36
CFR part 215 shall begin on or after the
date of this publication.

FOR FURTHER INFORMATION CONTACT:
Norm Heintz, Acting Regional Appeals
Coordinator, Southern Region, Planning,
1720 Peachtree Road, NW., Atlanta,
Georgia 30309, Phone: 404-347-5235.

SUPPLEMENTARY INFORMATION: Deciding
Officers in the Southern Region will
give legal notice of decisions subject to
appeal under 36 CFR part 217 in the
following newspapers which are listed
by Forest Service Administrative unit.
Where more than one newspaper is
listed for any unit, the first newspaper
listed is the principal newspaper that
will be utilized for publishing the legal
notice of decisions. Additional
newspapers listed for a particular unit
are those newspapers the Deciding
Officer expects to use for purposes of
providing additional notice. The
timeframe for appeal shall be based on
the date of publication of the legal
notice of the decision in the principal
newspaper. The following newspapers
will be used to provide notice.

Southern Region

Regional Forester Decisions

Affecting National Forest System
lands in more than one state of the 14
states of the Southern Region and the
Commonwealth of Puerto Rico Atlanta
Journal, published daily in Atlanta, GA.

Affecting National Forest System
lands in only one state of the 14 states
of the Southern Region and the
Commonwealth of Puerto Rico or only
one Ranger District will appear in the
principal newspaper elected by the
National Forest of that state or Ranger
District.

National Forests in Alabama, Alabama

Forest Supervisor Decisions

Montgomery Advertiser, published daily in
Montgomery, AL

District Ranger Decisions

Bankhead Ranger District: Northwest
Alabamian, published weekly (Wednesday
& Saturday) in Haleyville, AL

Conecuh Ranger District: The Andalusia Star
News, published daily (Tuesday through
Saturday) in Andalusia, AL

Oakmulgee Ranger District: The Tuscaloosa
News, published daily in Tuscaloosa, AL

Shoal Creek Ranger District: The Anniston
Star, published daily in Anniston, AL

Talladega Ranger District: The Daily Home,
published daily in Talladega, AL

Tuskegee Ranger District: Tuskegee News,
published weekly (Thursday) in Tuskegee,
AL

Caribbean National Forest, Puerto Rico

Forest Supervisor Decisions

EI Nuevo Dia, published daily in Spanish in
San Juan, PR

San Juan Star, published daily in English in
San Juan, PR

Chattahoochee-Oconee National Forest,
Georgia

Forest Supervisor Decisions

The Times, published daily in Gainesville,
GA

District Ranger Decisions

Armuchee Ranger District: Walker County
Messenger, published bi-weekly
(Wednesday & Friday) in LaFayette, GA

Toccoa Ranger District: The News Observer
published bi-weekly (Tuesday & Friday) in
Blue Ridge, GA

Brasstown Ranger District: North Georgia
News, published weekly (Wednesday) in
Blairsville, GA

Tallulah Ranger District: Clayton Tribune,
published weekly (Thursday) in Clayton,
GA

Chattooga Ranger District:

Northeast Georgian, published twice
weekly (Tuesday & Friday) in Cornelia,
GA

Chieftain & Toccoa Record, published
twice weekly (Tuesday & Friday) in
Toccoa, GA

White County News Telegraph, published
weekly (Thursday) in Cleveland, GA

The Dahlonega Nuggett, published weekly
(Thursday) in Dahlonega, GA

Cohutta Ranger District: Chatsworth Times,
published weekly (Wednesday) in
Chatsworth, GA

Oconee Ranger District: Eatonton Messenger,
published weekly (Thursday) in Eatonton,
GA

Cherokee National Forest, Tennessee

Forest Supervisor Decisions

Knoxville News Sentinel, published daily in
Knoxville, TN (covering McMinn, Monroe,
and Polk Counties)

Johnson City Press, published daily in
Johnson City, TN (covering Carter, Cocke,
Greene, Johnson, Sullivan, Unicoi and
Washington Counties)

District Ranger Decisions

Ocoee-Hiwassee Ranger District: Polk County
News, published weekly (Wednesday) in
Benton, TN

Tellico-Hiwassee Ranger District: Monroe
County Advocate, published tri-weekly
(Wednesday, Friday and Sunday) in
Sweetwater, TN

Nolichucky-Unaka Ranger District: Johnson
City Press, published daily in Johnson City,
TN

Watauga Ranger District: Johnson City Press,
published daily in Johnson City, TN

Daniel Boone National Forest, Kentucky

Forest Supervisor Decisions

Lexington Herald-Leader, published daily in
Lexington, KY
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