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2. Southern Michigan Bancorp, Inc.,
Coldwater, Michigan; to acquire 100
percent of the voting shares of Sturgis
Bank & Trust Company, Sturgis,
Michigan.

B. Federal Reserve Bank of Dallas
(W. Arthur Tribble, Vice President) 2200
North Pearl Street, Dallas, Texas 75201–
2272:

1. Frankston Bancorp, Inc., Frankston,
Texas, and FDB, Inc., Dover, Delaware;
to become bank holding companies by
acquiring 100 percent of the voting
shares of First State Bank, Frankston,
Texas.

Board of Governors of the Federal Reserve
System, July 26, 2000.
Jennifer J. Johnson,
Secretary of the Board.
[FR Doc. 00–19310 Filed 8–3–00; 8:45 am]
BILLING CODE 6210–01–P

FEDERAL RESERVE SYSTEM

Sunshine Act Meeting

AGENCY HOLDING THE MEETING: Board of
Governors of the Federal Reserve
System.
TIME AND DATE: 10 a.m., Wednesday,
August 9, 2000.
PLACE: Marriner S. Eccles Federal
Reserve Board Building, 20th and C
Streets, NW, Washington, DC 20551.
STATUS: Closed.
MATTERS TO BE CONSIDERED: 

1. Personnel actions (appointments,
promotions, assignments,
reassignments, and salary actions)
involving individual Federal Reserve
System employees.

2. Any matters carried forward from a
previously announced meeting.
CONTACT PERSON FOR MORE INFORMATION:
Lynn S. Fox, Assistant to the Board;
202–452–3204.
SUPPLEMENTARY INFORMATION: You may
call 202–452–3206 beginning at
approximately 5 p.m. two business days
before the meeting for a recorded
announcement of bank and bank
holding company applications
scheduled for the meeting; or you may
contact the Board’s Web site at http://
www.federalreserve.gov for an
electronic announcement that not only
lists applications, but also indicates
procedural and other information about
the meeting.

Dated: August 2, 2000.
Robert deV. Frierson,
Associate Secretary of the Board.
[FR Doc. 00–19898 Filed 8–2–00; 1:10 pm]
BILLING CODE 6210–01–P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

Tilmicosin Phosphate Injection for
Sheep; Availability of Data

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of effectiveness and target
animal safety data that may be used in
support of a new animal drug
application (NADA) or supplemental
NADA for veterinary prescription use of
tilmicosin phosphate injection for
treatment of bacterial pneumonia in
sheep. The data, contained in Public
Master File (PMF) 5673, were compiled
under National Research Support
Project–7 (NRSP–7), a national
agricultural research program for
obtaining clearances for use of new
drugs in minor animal species and for
special uses.
ADDRESSES: Submit NADA’s or
supplemental NADA’s to the Document
Control Unit (HFV–199), Center for
Veterinary Medicine, Food and Drug
Administration, 7500 Standish Pl.,
Rockville, MD 20855.
FOR FURTHER INFORMATION CONTACT:
Naba K. Das, Center for Veterinary
Medicine (HFV–133), Food and Drug
Administration, 7500 Standish Pl.,
Rockville, MD 20855, 301–827–7569.
SUPPLEMENTARY INFORMATION:
Tilmicosin phosphate injection, used for
the treatment of sheep for bacterial
pneumonia, is a new animal drug under
section 201(v) of the Federal Food,
Drug, and Cosmetic Act (the act) (21
U.S.C. 321(v)). As a new animal drug,
tilmicosin phosphate is subject to
section 512 of the act (21 U.S.C. 360b),
requiring that its uses in sheep be the
subject of an approved NADA or
supplemental NADA. Sheep are a minor
species under § 514.1(d)(1)(ii) (21 CFR
514.1(d)(1)(ii)).

The NRSP–7 Project, Southern
Region, University of Florida,
Gainesville, FL 32610, has provided
effectiveness and target animal safety
data for veterinary prescription use of
tilmicosin phosphate injection in sheep
for treatment of bacterial pneumonia
due to Pasteurella (Mannheimia)
haemolytica. These data are contained
in PMF 5673.

Under 21 CFR 25.15(d) and
§ 25.33(d)(4) (21 CFR 25.33(d)(4)),
sponsors of NADA’s and supplemental
NADA’s for drugs in minor species,
including wildlife and endangered

species, are categorically excluded from
the requirement to prepare an
environmental assessment or an
environmental impact statement when
the drug has been approved for use in
another or the same species where
similar animal management practices
are used. The categorical exclusion
applies unless, as in § 25.21 (21 CFR
25.21), extraordinary circumstances
exist that indicate that the proposed
action may significantly affect the
quality of the human environment.
Therefore, based upon information
available, FDA agrees that when the
application is submitted, the applicant
may claim a categorical exclusion under
§ 25.33(d)(4) provided that the applicant
can state that to the best of the
applicant’s knowledge, as in § 25.21, no
extraordinary circumstances exist. It is
assumed that the applicant has made a
reasonable effort to determine that no
extraordinary circumstances exist.

Sponsors of NADA’s or supplemental
NADA’s may, without further
authorization, reference the PMF to
support approval of an application filed
under § 514.1(d). An NADA or
supplemental NADA must include, in
addition to reference to the PMF, animal
drug labeling and other information
needed for approval, such as: Data
supporting extrapolation from a major
species in which the drug is currently
approved or authorized reference to
such data; data concerning
manufacturing methods, facilities, and
controls; data concerning human food
safety; and information addressing
potential environmental impacts of the
manufacturing process. Persons desiring
more information concerning the PMF
or requirements for approval of an
NADA or supplement may contact Naba
K. Das (address above).

In accordance with the freedom of
information provisions of 21 CFR part
20 and 514.11(e)(2)(ii), a summary of
safety and effectiveness data and
information submitted to support
approval of this application may be seen
in the Dockets Management Branch
(HFA–305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852, between 9
a.m. and 4 p.m., Monday through
Friday.

Dated: July 25, 2000.

Stephen F. Sundlof,
Director, Center for Veterinary Medicine.
[FR Doc. 00–19300 Filed 8–3–00; 8:45 am]

BILLING CODE 4160–01–F

VerDate 11<MAY>2000 23:11 Aug 03, 2000 Jkt 190000 PO 00000 Frm 00045 Fmt 4703 Sfmt 4703 E:\FR\FM\04AUN1.SGM pfrm04 PsN: 04AUN1


		Superintendent of Documents
	2023-05-05T04:56:42-0400
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




