>
GPO,

Federal Register / Vol. 60, No. 74 / Tuesday, April 18, 1995 / Notices

19403

Community Bank of Los Alamos, Los
Alamos, New Mexico.

Comments on this application must
be received by May 1, 1995.

Board of Governors of the Federal Reserve
System, April 12, 1995.
Jennifer J. Johnson,
Deputy Secretary of the Board.
[FR Doc. 95-9478 Filed 4-17-95; 8:45 am]
BILLING CODE 6210-01-F

National Commerce Corporation;
Formation of, Acquisition by, or
Merger of Bank Holding Companies;
and Acquisition of Nonbanking
Company

The company listed in this notice has
applied under § 225.14 of the Board’s
Regulation Y (12 CFR 225.14) for the
Board’s approval under section 3 of the
Bank Holding Company Act (12 U.S.C.
1842) to become a bank holding
company or to acquire voting securities
of a bank or bank holding company. The
listed company has also applied under
§ 225.23(a)(2) of Regulation Y (12 CFR
225.23(a)(2)) 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, or to engage in such
an activity. Unless otherwise noted,
these activities will be conducted
throughout the United States.

The 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 on the
guestion 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 the application
must be received at the Reserve Bank
indicated or the offices of the Board of
Governors not later than May 2, 1995.

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

1. National Commerce Corporation
and Commerce Bancshares, Inc., both of
Birmingham, Alabama; to acquire
National Bank of Commerce,
Birmingham, Alabama, and Talladega
Federal Savings and Loan Association,
Talladega, Alabama, and thereby engage
in operating a savings association,
pursuant to § 226.25(b)(9). The
geographic scope for this activity is the
state of Alabama.

In connection with this proposal,
Commerce Bankshares also has applied
to become a bank holding company by
acquiring National Bank of Commerce of
Birmingham, Birmingham, Alabama.

Board of Governors of the Federal Reserve
System, April 12, 1995.

Jennifer J. Johnson,

Deputy Secretary of the Board.

[FR Doc. 95-9479 Filed 4-17-95; 8:45 am]
BILLING CODE 6210-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Disease Control and
Prevention

Round Table Discussion of the Vessel
Sanitation Program’s ““Shipbuilding
Construction Guidelines for Vessels
Destine To Call on U.S. Ports”—Public
Meeting

The National Center for
Environmental Health (NCEH) of the
Centers for Disease Control and
Prevention (CDC) announces the
following meeting:

Name: Round Table Discussion of the
Vessel Sanitation Program’s (VSP)
“Shipbuilding Construction Guidelines for
Vessels Destine to Call on U.S. Ports”—
Public meeting between CDC, the cruise ship
industry, and other interested parties.

Times and Dates: 9 a.m.-5 p.m., May 18,
1995. 9 a.m.—1 p.m., May 19, 1995, if
necessary.

Place: NCEH, CDC, Chamblee Facility,
Building 101, Third Floor Conference Room,
4770 Buford Highway, N.E., Atlanta, Georgia
30341-3724, telephone 404/488-7070.

Status: The meeting will be open to the
public for participation, comment, and
observation, limited only by space available.
The meeting room will accommodate
approximately 35 people.

Purpose: To obtain individual comments
and information for further developing the

VSP’s shipbuilding construction guidelines,
and to discuss the VSP’s experience to date
with construction inspections at shipyards.
Matters to be Discussed: The VSP offers
consultative services that include reviewing
plans for renovations and new construction
of cruise ships. The VSP staff conduct
construction inspections when a ship is near
completion or when it first enters a U.S. port
for compliance with VSP sanitation criteria.
The VSP has drafted shipbuilding
construction guidelines for use when
conducting construction inspections. This
public meeting is to obtain technical and
general comments and information from the
cruise ship industry and other interested
parties regarding the VSP’s draft
“Shipbuilding Construction Guidelines for
Vessels Destine to Call on U.S. Ports.”
Contact Person for More Information:
Thomas E. O’'Toole, Deputy Chief, Special
Programs Group (F29), NCEH, CDC, 4770
Buford Highway, NE, Atlanta, Georgia
30341-3724, telephone 404/488-7073.

Dated: April 12, 1995.
Carolyn J. Russell,

Director, Management Analysis and Services
Office, Centers for Disease Control and
Prevention (CDC).

[FR Doc. 95-9469 Filed 4-17-95; 8:45 am]
BILLING CODE 4163-18-M

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
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will be updated when such changes are
made.

MEETINGS: The following advisory
committee meetings are announced:

Microbiology Devices Panel of the
Medical Devices Advisory Committee

Date, time, and place. May 1, 1995,
9:45 a.m., and May 2, 1995, 8:45 a.m.,
Holiday Inn—Gaithersburg, Walker and
Whetstone Rooms, Two Montgomery
Village Ave., Gaithersburg, MD. A
limited number of overnight
accommodations have been reserved at
the Holiday Inn—Gaithersburg.
Attendees requiring overnight
accommodations may contact the hotel
at 301-948-8900 and reference the FDA
Panel meeting block. Reservations will
be confirmed at the group rate based on
availability.

Type of meeting and contact person.
Open public hearing, May 1, 1995, 9:45
a.m. to 10:45 a.m., unless public
participation does not last that long;
open committee discussion, 10:45 a.m.
to 6:30 p.m.; open public hearing, May
2,1995, 8:45 a.m. to 10 a.m., unless
public participation does not last that
long; open committee discussion, 10
a.m. to 11:30 a.m.; closed presentation
of data, 11:30 a.m. to 12:30 p.m.; open
committee discussion, 12:30 p.m. to
6:30 p.m.; Freddie M. Poole, Center for
Devices and Radiological Health (HFZ—
440), Food and Drug Administration,
2098 Gaither Rd., Rockville, MD 20850,
301-594-2096, or FDA Advisory
Committee Information Hotline, 1-800—
741-8138 (301-443-0572 in the
Washington, DC area), Microbiology
Devices Panel, code 12517.

General function of the committee.
The committee reviews and evaluates
data on the safety and effectiveness of
marketed and investigational devices
and makes recommendations for their
regulation.

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 April 25, 1995,
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 May
1, 1995, the committee will discuss a
premarket approval application (PMA)
for an in vitro diagnostic device
intended for use in the determination of
anti-neoplastic resistance to tumor cells

with specific chemotherapeutic agents.
On May 2, 1995, the committee will
discuss a PMA for an in vitro diagnostic,
target-amplified nucleic acid device for
the detection of Mycobacterium
tuberculosis complex in sediments
prepared from sputum (induced or
expectorated), bronchial specimens, or
tracheal specimens.

Closed presentation of data. On May
2, 1995, the committee will discuss
trade secret and/or confidential
commercial information regarding the
target-amplified nucleic acid device for
the detection of Mycobacterium
tuberculosis complex. This portion of
the meeting will be closed to permit
discussion of this information (5 U.S.C.
552b(c)(4)).

FDA is giving less than 15 days public
notice of the Microbiology Devices
Panel of the Medical Devices Advisory
Committee meeting. The agency decided
that it is in the public interest to hold
this meeting May 1 and 2, 1995, even if
there was not sufficient time for the
customary 15-day public notice.

Science Advisory Board to the
National Center for Toxicological
Research

Date, time, and place. May 9, 1995,
8:30 a.m., Bldg. 12, conference room,
National Center for Toxicological
Research, Jefferson, AR.

Type of meeting and contact person.
Open committee discussion, 8:30 a.m. to
1 p.m.; open public hearing, 1 p.m. to
2 p.m., unless public participation does
not last that long; open committee
discussion, 2 p.m. to 4 p.m.; closed
committee deliberations, 4 p.m.to 5
p.m.; Ronald F. Coene, National Center
for Toxicological Research (HFT-10),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-443-3155, or FDA Advisory
Committee Information Hotline, 1-800—
741-8138 (301-443-0572 in the
Washington, DC area), Science Advisory
Board to the National Center for
Toxicological Research, code 12559.

General function of the board. The
board advises on establishment and
implementation of a research program
that will assist the Commissioner of
Food and Drugs to fulfill regulatory
responsibilities.

Agenda—Open public hearing. Any
interested persons may present data,
information, or views, orally or in
writing, on issues pending before the
committee. Those desiring to make a
formal presentation should notify the
contact person before April 21, 1995,
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 requested to make
their comments.

Open board discussion. The board
will conduct a review of the Science
Advisory Board’s (SAB’s) Site Visit
Team draft report on the Analytical
Methods Development Program, engage
in discussions on this report, and come
to a final conclusion on the
recommendations to be made to the
Director concerning this center program.
The center will provide progress reports
on the recommendations of previously
reviewed research programs: (1) The
Transgenics Program, and (2)
Biochemical and Molecular Markers of
Cancer Program. The center will also
provide a review and examination of the
process and the product of the Site Visit
Teams over the past 3 years, and
develop a future agenda for the SAB. A
final agenda will be available on May 4,
1995, from the contact person.

Closed board deliberations. The board
will discuss personal information
concerning individuals associated with
these review programs, disclosure of
which would constitute a clearly
unwarranted invasion of personal
privacy. This portion of the meeting will
be closed to permit discussion of this
information (5 U.S.C. 552b(c)(6)).

The Commissioner approves the
scheduling of meetings at locations
outside of the Washington, DC, area on
the basis of the criteria of 21 CFR 14.22
of FDA’s regulations relating to public
advisory committees.

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
each meeting 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
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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, 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.

The Commissioner has determined for
the reasons stated that those portions of
the advisory committee meetings so
designated in this notice shall be closed.
The Federal Advisory Committee Act
(FACA) (5 U.S.C. app. 2, 10(d)), permits
such closed advisory committee
meetings in certain circumstances.
Those portions of a meeting designated
as closed, however, shall be closed for
the shortest possible time, consistent
with the intent of the cited statutes.

The FACA, as amended, provides that
a portion of a meeting may be closed
where the matter for discussion involves
a trade secret; commercial or financial
information that is privileged or
confidential; information of a personal
nature, disclosure of which would be a
clearly unwarranted invasion of
personal privacy; investigatory files
compiled for law enforcement purposes;
information the premature disclosure of
which would be likely to significantly
frustrate implementation of a proposed
agency action; and information in
certain other instances not generally
relevant to FDA matters.

Examples of portions of FDA advisory
committee meetings that ordinarily may
be closed, where necessary and in
accordance with FACA criteria, include
the review, discussion, and evaluation
of drafts of regulations or guidelines or
similar preexisting internal agency
documents, but only if their premature
disclosure is likely to significantly
frustrate implementation of proposed
agency action; review of trade secrets
and confidential commercial or
financial information submitted to the
agency; consideration of matters
involving investigatory files compiled
for law enforcement purposes; and
review of matters, such as personnel
records or individual patient records,
where disclosure would constitute a
clearly unwarranted invasion of
personal privacy.

Examples of portions of FDA advisory
committee meetings that ordinarily shall
not be closed include the review,
discussion, and evaluation of general
preclinical and clinical test protocols
and procedures for a class of drugs or
devices; consideration of labeling
requirements for a class of marketed
drugs or devices; review of data and
information on specific investigational
or marketed drugs and devices that have
previously been made public;
presentation of any other data or
information that is not exempt from
public disclosure pursuant to the FACA,
as amended; and, deliberation to
formulate advice and recommendations
to the agency on matters that do not
independently justify closing.

This notice is issued under section
10(a)(1) and (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: April 13, 1995.

Linda A. Suydam,

Interim Deputy Commissioner for Operations.
[FR Doc. 95-9576 Filed 4-13-95; 4:14 pm]
BILLING CODE 4160-01-F

Health Care Financing Administration

Public Information Collection
Requirements Submitted to the Office
of Management and Budget (OMB) for
Clearance

AGENCY: Health Care Financing
Administration, HHS.

The Health Care Financing
Administration (HCFA), Department of
Health and Human Services, has
submitted to OMB the following
proposals for the collection of
information in compliance with the
Paperwork Reduction Act (Public Law
96-511).

1. Type of Request: Reinstatement;
Title of Information Collection:
Medicaid, Limitations on Provider
Related Donations and Health Care
Related Taxes; Limitations on Payments
to Disproportionate Share Hospitals
(MB-62-1FC); Form No.: HCFA-R-148;
Use: Sections 2, 3, and 4 of Public Law
102-234 require States to report
information related to provider related
tax and donation programs and
aggregate disproportionate share
hospital payments. The requirements
included in this regulation implement
these statutory requirements;
Respondents: State or local government;
Number of Respondents: 51; Total
Annual Responses: 1,928; Total Annual
Hours Requested: 116,896.

Additional Information or Comments:
Call the Reports Clearance Office on
(410) 966-5536 for copies of the
clearance request packages. Written
comments and recommendations for the
proposed information collections
should be sent within 30 days of this
notice directly to the OMB Desk Officer
designated at the following address:
OMB Human Resources and Housing
Branch, Attention: Allison Eydt, New
Executive Office Building, Room 10235,
Washington, D.C. 20503.

Date: April 16, 1995.
Kathleen B. Larson,

Director, Management Planning and Analysis
Staff, Office of Financial and Human
Resources, Health Care Financing
Administration.

[FR Doc. 95-9461 Filed 4-17-95; 8:45 am]

BILLING CODE 4120-03-P

Substance Abuse and Mental Health
Services Administration (SAMHSA);
Notice of Meeting

Pursuant to Public Law 92-463,
notice is hereby given of the meeting of
the Substance Abuse and Mental Health
Services Administration (SAMHSA)
National Advisory Council on May 15,
1995.
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