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likely to meet, the standards of the BHC
Act.

Any comments must be submitted in
writing and received by William W.
Wiles, Secretary, Board of Governors of
the Federal Reserve System,
Washington, D.C. 20551, not later than
February 13, 1997.

This application may be inspected at
the offices of the Board of Governors or
the Federal Reserve Bank of Richmond.

Board of Governors of the Federal Reserve
System, January 24, 1997.

Jennifer J. Johnson,

Deputy Secretary of the Board.

[FR Doc. 97-2284 Filed 1-29-97; 8:45 am]
BILLING CODE 6210-01-F

Notice of Proposals to Engage in
Permissible Nonbanking Activities or
To Acquire Companies That Are
Engaged in Permissible Nonbanking
Activities

The companies listed in this notice
have given notice under section 4 of the
Bank Holding Company Act (12 U.S.C.
1843) (BHC Act) and Regulation
Y, (12 CFR Part 225) to engage de novo,
or to acquire or control voting securities
or assets of a company that engages
either directly or through a subsidiary or
other company, in a nonbanking activity
that is listed in § 225.25 of Regulation
Y (12 CFR 225.25) or that the Board has
determined by Order to be closely
related to banking and permissible for
bank holding companies. Unless
otherwise noted, these activities will be
conducted throughout the United States.

Each notice is available for 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 the proposal complies
with the standards of section 4 of the
BHC Act, including 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”
(12 U.S.C. 1843). 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.

Unless otherwise noted, comments
regarding the applications must be
received at the Reserve Bank indicated
or the offices of the Board of Governors
not later than February 13, 1997.

A. Federal Reserve Bank of Atlanta
(Lois Berthaume, Vice President) 104
Marietta Street, N.W., Atlanta, Georgia
30303-2713:

1. Republic Bancshares, Inc., St.
Petersburg, Florida; to acquire Firstate
Financial, F.A., Orlando, Florida, and
thereby engage in operating a savings
association, pursuant to § 225.25(b)(9)
of the Board’s Regulation Y. The
proposed activity will be conducted
throughout the State of Florida.

Board of Governors of the Federal Reserve

System, January 24, 1997.

Jennifer J. Johnson,

Deputy Secretary of the Board.

[FR Doc. 97-2282 Filed 1-29-97; 8:45 am]

BILLING CODE 6210-01-F

FEDERAL RETIREMENT THRIFT
INVESTMENT BOARD

Sunshine Act Meeting

TIME AND DATE: 10:00 a.m. (EST),
February 10, 1997.

PLACE: 4th Floor, Conference Room

4506, 1250 H Street, N.W., Washington,

D.C.
STATUS: Open.
MATTERS TO BE CONSIDERED:

1. Approval of the minutes of the January
13, 1997, Board member meeting.

2. Thrift Savings Plan activity report by the

Executive Director.

3. Review of investment policy.

4. Review of KPMG Peat Marwick audit
report: “‘Pension and Welfare Benefits

Administration Review of Thrift Savings Plan

C and F Fund Investment Management
Operations at Barclays Global Investors,
N.A.”

CONTACT PERSON FOR MORE INFORMATION:

Thomas J. Trabucco, Director, Office of
External Affairs, (202) 942—-1640.

Dated: January 28, 1997.
Roger W. Mehle,

Executive Director, Federal Retirement Thrift

Investment Board.
[FR Doc. 97-2461 Filed 1-28-97; 2:46 pm]
BILLING CODE 6760-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

Advisory Committees; Notice of
Meetings

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

SUMMARY: This notice announces
forthcoming meetings of public advisory
committees of the Food and Drug
Administration (FDA). This notice also
summarizes the procedures for the
meetings and methods by which
interested persons may participate in
open public hearings before FDA'’s
advisory committees.

FDA has established an Advisory
Committee Information Hotline (the
hotline) using a voice-mail telephone
system. The hotline provides the public
with access to the most current
information on FDA advisory committee
meetings. The advisory committee
hotline, which will disseminate current
information and information updates,
can be accessed by dialing 1-800-741—
8138 or 301-443-0572. Each advisory
committee is assigned a 5-digit number.
This 5-digit number will appear in each
individual notice of meeting. The
hotline will enable the public to obtain
information about a particular advisory
committee by using the committee’s 5-
digit number. Information in the hotline
is preliminary and may change before a
meeting is actually held. The hotline
will be updated when such changes are
made.

MEETINGS: The following advisory
committee meetings are announced:

Arthritis Advisory Committee

Date, time, and place. February 4,
1997, 8:30 a.m., and February 5, 1997,
8 a.m., Gaithersburg Hilton, Ballroom,
620 Perry Pkwy., Gaithersburg, MD.

Type of meeting and contact person.
Open public hearing, February 4, 1997,
8:30 a.m. to 9 a.m., unless public
participation does not last that long;
open committee discussion, 9a.m.to 5
p-m.; open public hearing, February 5,
1997, 8 a.m. to 8:30 a.m., unless public
participation does not last that long;
open committee discussion, 8:30 a.m. to
5 p.m.; Kathleen R. Reedy or LaNise S.
Giles, Center for Drug Evaluation and
Research (HFD-21), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-443-5455,
FAX: 301-443-0699, or FDA Advisory
Committee Information Hotline, 1-800—
741-8138 (301-443-0572 in the
Washington, DC area), Arthritis
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Advisory Committee, code 12532.
Please call the hotline for information
concerning any possible changes.

General function of the committee.
The committee reviews and evaluates
data on the safety and effectiveness of
marketed and investigational human
drugs for use in arthritic conditions.

Agenda—Open public hearing.
Interested persons may present data,
information, or views, orally or in
writing, on issues pending before the
committee. Those desiring to make
formal presentations should notify the
contact person before January 31, 1997,
and submit a brief statement of the
general nature of the evidence or
arguments they wish to present, the
names and addresses of proposed
participants, and an indication of the
approximate time required to make their
comments.

Open committee discussion. On
February 4, 1997, the committee will
hear presentations and discuss data
submitted regarding the safety and
efficacy of new drug application (NDA)
50-735, Neorald (cyclosporine, Sandoz)
soft gelatin capsules and oral solution
for microemulsion, for the treatment of
severe rheumatoid arthritis. On
February 5, 1997, the committee will
review, discuss, and critique the draft
document “Guidance for Industry.
Clinical Development Programs for
Drugs, Devices, and Biological Products
for the Treatment of Rheumatoid
Arthritis (RA),” including Juvenile
Rheumatoid Arthritis (JRA). This draft
document is available for inspection in
docket 96D—-0067 at the Dockets
Management Branch (HFA-305), Food
and Drug Administration, 12420
Parklawn Dr., rm. 1-23, Rockville, MD
20857, 301-443-7542.

FDA regrets that it was unable to
publish this notice 15 days prior to the
February 4, 1997, and February 5, 1997,
Arthritis Advisory Committee meeting.
Because the agency believes there is
some urgency to bring this issue to
public discussion and qualified
members of the Arthritis Advisory
Committee were available at this time,
the Commissioner concluded that it was
in the public interest to hold this
meeting even if there was not sufficient
time for the customary 15-day public
notice.

Cardiovascular and Renal Drugs
Advisory Committee

Date, time, and place. February 27
and 28, 1997, 8:30 a.m., National
Institutes of Health, Clinical Center,
Bldg. 10, Jack Masur Auditorium, 9000
Rockville Pike, Bethesda, MD. Parking
in the Clinical Center visitor area is

reserved for Clinical Center patients and
their visitors. If you must drive, please
use an outlying lot such as Lot 41B. Free
shuttle bus service is provided from Lot
41B to the Clinical Center every 8
minutes during rush hour and every 15
minutes at other times.

Type of meeting and contact person.
Open public hearing, February 27, 1997,
8:30 a.m. to 9:30 a.m., unless public
participation does not last that long;
open committee discussion, 9:30 a.m. to
5:30 p.m.; open committee discussion,
February 28, 1997, 8:30 a.m. to 5:30
p.m.; Joan C. Standaert, Center for Drug
Evaluation and Research (HFD-110),
419-259-6211, or Mae Brooks (HFD—
21), 301-443-5455, Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, or FDA Advisory
Committee Information Hotline, 1-800—
741-8138 (301-443-0572 in the
Washington, DC area), Cardiovascular
and Renal Drugs Advisory Committee,
code 12533. Please call the hotline for
information concerning any possible
changes.

General function of committee. The
committee reviews and evaluates data
on the safety and effectiveness of
marketed and investigational human
drugs for use in cardiovascular and
renal disorders.

Agenda—Open public hearing.
Interested persons may present data,
information, or views, orally or in
writing, on issues pending before the
committee. Those desiring to make
formal presentations should notify the
contact person before February 13, 1997,
and submit a brief statement of the
general nature of the evidence or
arguments they wish to present, the
names and addresses of proposed
participants, and an indication of the
approximate time required to make their
comments.

Open committee discussion. On
February 27, 1997, the committee will
discuss: (1) NDA 20-727, BiDilO
(hydralazine HCl/isosorbide dinitrate
tablets, Medco Research, Inc., to be
indicated for treatment of chronic
congestive heart failure as an adjunct to
standard therapy in patients intolerant
to or having contraindications to
angiotensin converting enzyme (ACE)
inhibitor therapy; and (2) NDA 20-297,
Coreg™ (carvedilol, SmithKline
Beecham), to be indicated for the
treatment of moderate, chronic
congestive heart failure. On February
28, 1997, the committee will discuss: (1)
NDA 20-689, Posicor™ (mibefradil,
Hoffmann La Roche), to be indicated for
hypertension and angina; and (2) NDA
20-718, IntegrilinO (intrifiban, COR
Therapeutics, Inc.), to be indicated as
adjunct therapy to aspirin and heparin

in patients undergoing percutaneous
transluminal coronary angioplasty for
prevention of acute cardiac ischemic
complications related to abrupt closure
of treated coronary vessels.

FDA public advisory committee
meetings may have as many as four
separable portions: (1) An open public
hearing, (2) an open committee
discussion, (3) a closed presentation of
data, and (4) a closed committee
deliberation. Every advisory committee
meeting shall have an open public
hearing portion. Whether or not it also
includes any of the other three portions
will depend upon the specific meeting
involved. There are no closed portions
for the meetings announced in this
notice. The dates and times reserved for
the open portions of each committee
meeting are listed above.

The open public hearing portion of
the meeting(s) shall be at least 1 hour
long unless public participation does
not last that long. It is emphasized,
however, that the 1 hour time limit for
an open public hearing represents a
minimum rather than a maximum time
for public participation, and an open
public hearing may last for whatever
longer period the committee
chairperson determines will facilitate
the committee’s work.

Public hearings are subject to FDA'’s
guideline (subpart C of 21 CFR part 10)
concerning the policy and procedures
for electronic media coverage of FDA'’s
public administrative proceedings,
including hearings before public
advisory committees under 21 CFR part
14. Under 21 CFR 10.205,
representatives of the electronic media
may be permitted, subject to certain
limitations, to videotape, film, or
otherwise record FDA'’s public
administrative proceedings, including
presentations by participants.

Meetings of advisory committees shall
be conducted, insofar as is practical, in
accordance with the agenda published
in this Federal Register notice. Changes
in the agenda will be announced at the
beginning of the open portion of a
meeting.

Any interested person who wishes to
be assured of the right to make an oral
presentation at the open public hearing
portion of a meeting shall inform the
contact person listed above, either orally
or in writing, prior to the meeting. Any
person attending the hearing who does
not in advance of the meeting request an
opportunity to speak will be allowed to
make an oral presentation at the
hearing’s conclusion, if time permits, at
the chairperson’s discretion.

The agenda, the questions to be
addressed by the committee, and a
current list of committee members will
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be available at the meeting location on
the day of the meeting.

Transcripts of the open portion of the
meeting may be requested in writing
from the Freedom of Information Office
(HFI1-35), Food and Drug
Administration, rm. 12A-16, 5600
Fishers Lane, Rockville, MD 20857,
approximately 15 working days after the
meeting, at a cost of 10 cents per page.
The transcript may be viewed at the
Dockets Management Branch (HFA-
305), Food and Drug Administration,
rm. 1-23, 12420 Parklawn Dr.,
Rockville, MD 20857, approximately 15
working days after the meeting, between
the hours of 9 a.m. and 4 p.m., Monday
through Friday. Summary minutes of
the open portion of the meeting may be
requested in writing from the Freedom
of Information Office (address above)
beginning approximately 90 days after
the meeting.

This notice is issued under section
10(a)(1) and (a)(2) of the Federal
Advisory Committee Act (5 U.S.C. app.
2), and FDA's regulations (21 CFR part
14) on advisory committees.

Dated: January 24, 1997.
Michael A. Friedman,
Deputy Commissioner for Operations.
[FR Doc. 97—-2297 Filed 1-29-97; 8:45 am]
BILLING CODE 4160-01-F

Advisory Committee; Notice of Meeting

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: This notice announces a
forthcoming meeting of a public
advisory committee of the Food and
Drug Administration (FDA). This notice
also summarizes the procedures for the
meeting and methods by which
interested persons may participate in
open public hearings before FDA’s
advisory committees.

FDA has established an Advisory
Committee Information Hotline (the
hotline) using a voice-mail telephone
system. The hotline provides the public
with access to the most current
information on FDA advisory committee
meetings. The advisory committee
hotline, which will disseminate current
information and information updates,
can be accessed by dialing 1-800-741—
8138 or 301-443-0572. Each advisory
committee is assigned a 5-digit number.
This 5-digit number will appear in each
individual notice of meeting. The
hotline will enable the public to obtain
information about a particular advisory
committee by using the committee’s 5-
digit number. Information in the hotline

is preliminary and may change before a
meeting is actually held. The hotline
will be updated when such changes are
made.

MEETING: The following advisory
committee meeting is announced:

Antiviral Drugs Advisory Committee

Date, time, and place. February 21,
1997, 8:30 a.m., Gaithersburg Hilton,
Potomac and Rockville Suites, 620 Perry
Pkwy., Gaithersburg, MD.

Type of meeting and contact person.
Open public hearing, 8:30 a.m. to 9:30
a.m., unless public participation does
not last that long; closed committee
deliberations, 9:30 a.m. to 4 p.m.;
Rhonda W. Stover or John B. Schupp,
Center for Drug Evaluation and Research
(HFD-21), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-443-5455, or
FDA Advisory Committee Information
Hotline, 1-800-741-8138 (301-443—
0572 in the Washington, DC area),
Antiviral Drugs Advisory Committee,
code 12531. Please call the hotline for
information concerning any possible
changes.

General function of the committee.
The committee reviews and evaluates
available data concerning the safety and
effectiveness of marketed and
investigational human drug products for
use in the treatment of acquired
immune deficiency syndrome (AIDS),
AIDS-related complex (ARC), and other
viral, fungal, and mycobacterial
infections.

Agenda—Open public hearing.
Interested persons may present data,
information, or views, orally or in
writing, on issues pending before the
committee. Those desiring to make
formal presentations should notify the
contact person before February 13, 1997,
and submit a brief statement of the
general nature of the evidence or
arguments they wish to present, the
names and addresses of proposed
participants, and an indication of the
approximate time required to make their
comments.

Closed committee deliberations. The
committee will review trade secret and/
or confidential commercial information
relevant to pending investigational new
drug applications and drug
development plans. This portion of the
meeting will be closed to permit
discussion of this information (5 U.S.C.
552b(c)(4)).

Each public advisory committee
meeting listed above may have as many
as four separable portions: (1) An open
public hearing, (2) an open committee
discussion, (3) a closed presentation of
data, and (4) a closed committee

deliberation. Every advisory committee
meeting shall have an open public
hearing portion. Whether or not it also
includes any of the other three portions
will depend upon the specific meeting
involved. The dates and times reserved
for the separate portions of each
committee meeting are listed above.

The open public hearing portion of
the meeting(s) shall be at least 1 hour
long unless public participation does
not last that long. It is emphasized,
however, that the 1 hour time limit for
an open public hearing represents a
minimum rather than a maximum time
for public participation, and an open
public hearing may last for whatever
longer period the committee
chairperson determines will facilitate
the committee’s work.

Public hearings are subject to FDA'’s
guideline (subpart C of 21 CFR part 10)
concerning the policy and procedures
for electronic media coverage of FDA'’s
public administrative proceedings,
including hearings before public
advisory committees under 21 CFR part
14. Under 21 CFR 10.205,
representatives of the electronic media
may be permitted, subject to certain
limitations, to videotape, film, or
otherwise record FDA'’s public
administrative proceedings, including
presentations by participants.

Meetings of advisory committees shall
be conducted, insofar as is practical, in
accordance with the agenda published
in this Federal Register notice. Changes
in the agenda will be announced at the
beginning of the open portion of a
meeting.

Any interested person who wishes to
be assured of the right to make an oral
presentation at the open public hearing
portion of a meeting shall inform the
contact person listed above, either orally
or in writing, prior to the meeting. Any
person attending the hearing who does
not in advance of the meeting request an
opportunity to speak will be allowed to
make an oral presentation at the
hearing’s conclusion, if time permits, at
the chairperson’s discretion.

The agenda, the questions to be
addressed by the committee, and a
current list of committee members will
be available at the meeting location on
the day of the meeting.

Transcripts of the open portion of the
meeting may be requested in writing
from the Freedom of Information Office
(HFI1-35), Food and Drug
Administration, 5600 Fishers Lane, rm.
12A-16, Rockville, MD 20857,
approximately 15 working days after the
meeting, at a cost of 10 cents per page.
The transcript may be viewed at the
Dockets Management Branch (HFA-
305), Food and Drug Administration,
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