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Board of Governors of the Federal Reserve
System, February 14, 1996.

Barbara R. Lowrey,

Associate Secretary of the Board.

[FR Doc. 96-3781 Filed 2—20-96; 8:45 am]
BILLING CODE 6210-01-F

Board of Governors of the Federal Reserve
System, February 14, 1996.

Barbara R. Lowrey,

Associate Secretary of the Board.

[FR Doc. 96-3782 Filed 2-20-96; 8:45 am]
BILLING CODE 6210-01-F

Financial Services Corp of The
Midwest; Notice of Proposal to Engage
de novo in Permissible Nonbanking
Activities

The company listed in this notice has
given notice under § 225.23(a)(1) of the
Board’s Regulation Y (12 CFR
225.23(a)(1)) for the Board’s approval
under section 4(c)(8) of the Bank
Holding Company Act (12 U.S.C.
1843(c)(8)) and § 225.21(a) of Regulation
Y (12 CFR 225.21(a)) to commence or to
engage de novo, either directly or
through a subsidiary, in a nonbanking
activity that is listed in § 225.25 of
Regulation Y as closely related to
banking and permissible for bank
holding companies. Unless otherwise
noted, such activities will be conducted
throughout the United States.

The notice is available for immediate
inspection at the Federal Reserve Bank
indicated. Once the notice has been
accepted for processing, it will also be
available for inspection at the offices of
the Board of Governors. Interested
persons may express their views in
writing on the question whether
commencement of the activity can
“reasonably be expected to produce
benefits to the public, such as greater
convenience, increased competition, or
gains in efficiency, that outweigh
possible adverse effects, such as undue
concentration of resources, decreased or
unfair competition, conflicts of
interests, or unsound banking
practices.” Any request for a hearing on
this question must be accompanied by
a statement of the reasons a written
presentation would not suffice in lieu of
a hearing, identifying specifically any
questions of fact that are in dispute,
summarizing the evidence that would
be presented at a hearing, and indicating
how the party commenting would be
aggrieved by approval of the proposal.

Comments regarding the application
must be received at the Reserve Bank
indicated or the offices of the Board of
Governors not later than March 5, 1996.

A. Federal Reserve Bank of Chicago
(James A. Bluemle, Vice President) 230
South LaSalle Street, Chicago, Illinois
60690:

1. Financial Services Corp of The
Midwest, Rock Island, Illinois; to engage
de novo in the making and servicing of
loans, pursuant to § 225.25(b)(1) of the
Board’s Regulation Y.

Fleet Financial Group, Inc., et al.;
Formations of; Acquisitions by; and
Mergers of Bank Holding Companies

The companies listed in this notice
have applied for the Board’s approval
under section 3 of the Bank Holding
Company Act (12 U.S.C. 1842) and §
225.14 of the Board’s Regulation Y (12
CFR 225.14) to become a bank holding
company or to acquire a bank or bank
holding company. The factors that are
considered in acting on the applications
are set forth in section 3(c) of the Act
(12 U.S.C. 1842(c)).

Each application is available for
immediate inspection at the Federal
Reserve Bank indicated. Once the
application has been accepted for
processing, it will also be available for
inspection at the offices of the Board of
Governors. Interested persons may
express their views in writing to the
Reserve Bank or to the offices of the
Board of Governors. Any comment on
an application that requests a hearing
must include a statement of why a
written presentation would not suffice
in lieu of a hearing, identifying
specifically any questions of fact that
are in dispute and summarizing the
evidence that would be presented at a
hearing.

Unless otherwise noted, comments
regarding each of these applications
must be received not later than March
15, 1996.

A. Federal Reserve Bank of Boston
(Robert M. Brady, Vice President) 600
Atlantic Avenue, Boston, Massachusetts
02106:

1. Fleet Financial Group, Inc., Boston,
Massachusetts; to acquire 100 percent of
the voting shares of NatWest Bank
National Association, Jersey City, New
Jersey.

B. Federal Reserve Bank of
Philadelphia (Michael E. Collins, Senior
Vice President) 100 North 6th Street,
Philadelphia, Pennsylvania 19105:

1. BT Financial Corporation,
Johnstown, Pennsylvania; to merge with
Moxham Bank Corporation, Johnstown,
Pennsylvania, and thereby indirectly
acquire The Moxham National Bank of
Johnstown, Johnstown, Pennsylvania.

C. Federal Reserve Bank of
Minneapolis (James M. Lyon, Vice
President) 250 Marquette Avenue,
Minneapolis, Minnesota 55480:

1. Norwest Corporation, Minneapolis,
Minnesota; to acquire 100 percent of the
voting shares of Regional Bank of
Colorado, N.A., Rifle, Colorado.

Board of Governors of the Federal Reserve
System, February 14, 1996.

Barbara R. Lowrey,

Associate Secretary of the Board.

[FR Doc. 96-3783 Filed 2—20-96; 8:45 am]
BILLING CODE 6210-01-F

SouthTrust Corporation; Acquisition of
Company Engaged in Permissible
Nonbanking Activities

The organization listed in this notice
has given notice under § 225.23(a)(2) or
(e) of the Board’s Regulation Y (12 CFR
225.23(a)(2) or (e)) for the Board’s
approval under section 4(c)(8) of the
Bank Holding Company Act (12 U.S.C.
1843(c)(8)) and § 225.21(a) of Regulation
Y (12 CFR 225.21(a)) to acquire or
control voting securities or assets of a
company engaged in a nonbanking
activity that is listed in § 225.25 of
Regulation Y as closely related to
banking and permissible for bank
holding companies. Unless otherwise
noted, such activities will be conducted
throughout the United States.

The notice is available for immediate
inspection at the Federal Reserve Bank
indicated. Once the notice has been
accepted for processing, it will also be
available for inspection at the offices of
the Board of Governors. Interested
persons may express their views in
writing on the question whether
consummation of the proposal can
“reasonably be expected to produce
benefits to the public, such as greater
convenience, increased competition, or
gains in efficiency, that outweigh
possible adverse effects, such as undue
concentration of resources, decreased or
unfair competition, conflicts of
interests, or unsound banking
practices.” Any request for a hearing on
this question must be accompanied by
a statement of the reasons a written
presentation would not suffice in lieu of
a hearing, identifying specifically any
questions of fact that are in dispute,
summarizing the evidence that would
be presented at a hearing, and indicating
how the party commenting would be
aggrieved by approval of the proposal.

Comments regarding this application
must be received not later than March
5, 1996.

A. Federal Reserve Bank of Atlanta
(Zane R. Kelley, Vice President) 104
Marietta Street, N.W., Atlanta, Georgia
30303:

1. SouthTrust Corporation,
Birmingham, Alabama, and SouthTrust
of Florida, Inc., Jacksonville, Florida; to
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acquire FFE Financial Corp.,
Englewood, Florida, and thereby
indirectly acquire First of Englewood,
F.S.B., Englewood, Florida, and thereby
engage in operating a savings
association, pursuant to § 225.25(b)(9)
of the Board’s Regulation Y.

Board of Governors of the Federal Reserve
System, February 14, 1996.
Barbara R. Lowrey,
Associate Secretary of the Board.
[FR Doc. 963784 Filed 2—20-96; 8:45 am]
BILLING CODE 6210-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 92D-0287]
Generic Animal Drug Products

Containing Fermentation-Derived Drug
Substances; Guidance; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of a guidance document
entitled ““Guidance on Generic Animal
Drug Products Containing Fermentation-
Derived Drug Substances.” The
guidance is intended to provide
sponsors with information that will
enable them to submit complete and
well-organized chemistry and
manufacturing and control information
for applications for generic animal drug
products containing fermentation-
derived drug substances. FDA invites
interested persons to submit written
comments on this guidance.

DATES: Written comments on this
guidance document may be submitted at
any time.

ADDRESSES: Submit written requests for
single copies of the guidance document
entitled ““Guidance on Generic Animal
Drug Products Containing Fermentation-
Derived Drug Substances’ to the
Communications and Education Branch
(HFV-12), Center for Veterinary
Medicine, Food and Drug
Administration, 7500 Standish PI.,
Rockville, MD 20855, 301-594-1755.
Send two self-addressed adhesive labels
to assist that office in processing your
requests. Submit written comments on
the guidance document to the Dockets
Management Branch (HFA-305), Food
and Drug Administration, rm. 1-23,
12420 Parklawn Dr., Rockville, MD
20857. Requests and comments should
be identified with the docket number
found in brackets in the heading of this

document. The guidance document and
received comments are available for
public examination in the Dockets
Management Branch (address above)
between 9 a.m. and 4 p.m., Monday
through Friday.

FOR FURTHER INFORMATION CONTACT:
David R. Newkirk, Center for Veterinary
Medicine (HFV-142), Food and Drug
Administration, 7500 Standish PI.,
Rockville, MD 20855, 301-594-2701.
SUPPLEMENTARY INFORMATION: The
sponsor of a new animal drug
application (NADA) is required to
submit to FDA the chemistry and
manufacturing and control information
necessary to support their submission.
This information is generally described
in 21 CFR 514.1 for original NADA'’s
and in 21 CFR 514.8 for supplements to
approved NADA'’s. The chemistry and
manufacturing and control information
requirements are identical for original
abbreviated new animal drug
applications (ANADA's) and
supplements to approved ANADA’s.

Additionally, the manufacturing
process must meet current good
manufacturing practice (CGMP)
regulations. The CGMP requirements are
described in 21 CFR parts 210 and 211
for pharmaceutical dosage forms and in
21 CFR part 226 for Type A medicated
articles.

The Center for Veterinary Medicine
believes that the guidance document
will provide sponsors with information
that will enable them to submit
complete and well-organized chemistry
and manufacturing and control data and
information for ANADA'’s for animal
drug products containing fermentation-
derived drug substances.

In contrast to the general description
of requirements in the Code of Federal
Regulations, the guidance document
provides specific manufacturing
information recommendations for
antibiotic new drug substances, biomass
drug substances, and the finished drug
product. In addition, it provides
guidance for conducting comparison
studies between the generic drug
product and the pioneer drug product.
The guidance document also describes
acceptable fermentation organisms,
antibiotic new drug substances, and
biomass drug substances.

A person may follow the guidance or
may choose to follow alternate
procedures or practices. If a person
chooses to use alternate procedures or
practices, that person may wish to
discuss the matter further with the
agency to prevent an expenditure of
money and effort on activities that may
later be determined to be unacceptable
to FDA. Although this guidance

document does not bind the agency or
the public, and it does not create or
confer any rights, privileges, or benefits
for or on any person, it represents FDA’s
current thinking on generic animal drug
products containing fermentation-
derived substances. When a guidance
document states a requirement imposed
by statute or regulation, the requirement
is law and its force and effect are not
changed in any way by virtue of its
inclusion in the guidance.

Interested persons may, at any time,
submit to the Dockets Management
Branch (address above) written
comments on the guidance document.
Two copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the docket number
found in brackets in the heading of this
document. The guidance document and
received comments are available for
public examination in the Dockets
Management Branch between 9 a.m. and
4 p.m., Monday through Friday.

Dated: February 13, 1996.
William K. Hubbard,

Associate Commissioner for Policy
Coordination.

[FR Doc. 96-3733 Filed 2—20-96; 8:45 am]
BILLING CODE 4160-01-F

Advisory Committees; Renewals

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) announces the
renewal of certain FDA advisory
committees by the Commissioner of
Food and Drugs. The Commissioner has
determined that it is in the public
interest to renew the charters of the
committees listed below for an
additional 2 years beyond charter
expiration date. The new charters will
be in effect until the dates of expiration
listed below. This notice is issued under
the Federal Advisory Committee Act of
October 6, 1972 (Pub. L. 92-463 (5
U.S.C. app. 2)).

DATE: Authority for these committees
will expire on the dates indicated below
unless the Commissioner formally
determines that renewal is in the public
interest.
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