>
GPO,

17430

Federal Register/Vol. 66, No. 62/Friday, March 30, 2001/ Notices

SUPPLEMENTARY INFORMATION: In the
Federal Register of January 5, 2001 (66
FR 1138), the agency announced that
the proposed information collection had
been submitted to OMB for review and
clearance under 44 U.S.C. 3507. An
agency may not conduct or sponsor, and
a person is not required to respond to,

a collection of information unless it
displays a currently valid OMB control
number. OMB has now approved the
information collection and has assigned
OMB control number 0910-0302. The
approval expires on March 31, 2004. A
copy of the supporting statement for this
information collection is available on
the Internet at http://www.fda.gov/
ohrms/dockets.

Dated: March 23, 2001.

William K. Hubbard,

Senior Associate Commissioner for Policy,
Planning, and Legislation.

[FR Doc. 01-7838 Filed 3—29-01; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. OON-1467]

Agency Information Collection
Activities; Announcement of OMB
Approval; Shipment of a Blood
Product Prior to Completion of Testing
for Hepatitis B Surface Antigen
(HbsAgQ); and Shipment of Blood
Products Known Reactive for HBSAg

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a collection of information entitled
“Shipment of a Blood Product Prior to
Completion of Testing for Hepatitis B
Surface Antigen (HbsAg); and Shipment
of Blood Products Known Reactive for
HBsAg” has been approved by the
Office of Management and Budget
(OMB) under the Paperwork Reduction
Act of 1995.

FOR FURTHER INFORMATION CONTACT:
JonnaLynn P. Capezzuto, Office of
Information Resources Management
(HFA-250), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827—4659.
SUPPLEMENTARY INFORMATION: In the
Federal Register of December 11, 2000
(65 FR 77383), the agency announced
that the proposed information collection
had been submitted to OMB for review
and clearance under 44 U.S.C. 3507. An
agency may not conduct or sponsor, and

a person is not required to respond to,

a collection of information unless it
displays a currently valid OMB control
number. OMB has now approved the
information collection and has assigned
OMB control number 0910-0168. The
approval expires on March 31, 2002. A
copy of the supporting statement for this
information collection is available on
the Internet at http://www.fda.gov/
ohrms/dockets.

Dated: March 23, 2001.
William K. Hubbard,

Senior Associate Commissioner for Policy,
Planning, and Legislation.

[FR Doc. 01-7840 Filed 3—29-01; 8:45 am)]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 01F-0142]

Ecolab, Inc.; Filing of Food Additive
Petition

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that Ecolab, Inc., has filed a petition
proposing that the food additive
regulations be amended to provide for
the safe use of a mixture of peroxyacetic
acid, octanoic acid, acetic acid,
hydrogen peroxide, peroxyoctanoic
acid, and 1-hydroxyethylidene-1,1-
diphosphonic acid as an antimicrobial
agent on poultry carcasses, poultry
parts, and organs.

DATES: Submit written comments on the
petitioner’s environmental assessment
by April 30, 2001.

ADDRESSES: Submit written comments
to the Dockets Management Branch
(HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852.

FOR FURTHER INFORMATION CONTACT:
Robert L. Martin, Center for Food Safety
and Applied Nutrition (HFS-215), Food
and Drug Administration, 200 C St. SW.,
Washington, DC 20204—-0001, 202—418—
3074.

SUPPLEMENTARY INFORMATION: Under the
Federal Food, Drug, and Cosmetic Act
(sec. 409(b)(5) (21 U.S.C. 348(b)(5))),
notice is given that a food additive
petition (FAP 1A4728) has been filed by
Ecolab, Inc., Ecolab Center, 370
Wabasha St., St. Paul, MN 55102. The
petition proposes to amend the food
additive regulations in Part 173
Secondary Direct Food Additives

Permitted in Food for Human
Consumption (21 CFR part 173) to
provide for the safe use of a mixture of
peroxyacetic acid, octanoic acid, acetic
acid, hydrogen peroxide,
peroxyoctanoic acid, and 1-
hydroxyethylidene-1,1-diphosphonic
acid as an antimicrobial agent on
poultry carcasses, poultry parts, and
organs.

The potential environmental impact
of this action is being reviewed. To
encourage public participation
consistent with regulations issued under
the National Environmental Policy Act
(40 CFR 1501.4(b)), the agency is
placing the environmental assessment
submitted with the petition that is the
subject of this notice on public display
at the Dockets Management Branch
(address above) for public review and
comment. Interested persons may
submit to the Dockets Management
Branch written comments by April 30,
2001. 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. Received comments may be
seen in the Dockets Management Branch
between 9 a.m. and 4 p.m., Monday
through Friday. FDA will also place on
public display any amendments to, or
comments on, the petitioner’s
environmental assessment without
further announcement in the Federal
Register. If, based on its review, the
agency finds that an environmental
impact statement is not required and
this petition results in a regulation, the
notice of availability of the agency’s
finding of no significant impact and the
evidence supporting that finding will be
published with the regulation in the
Federal Register in accordance with 21
CFR 25.40(c).

Dated: March 9, 2001.
Laura M. Tarantino,

Acting Director, Office of Premarket
Approval, Center for Food Safety and Applied
Nutrition.

[FR Doc. 01-7835 Filed 3—29-01; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

Anti-Infective Drugs Advisory
Committee; Notice of Meeting

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.
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SUMMARY: This notice announces a
forthcoming meeting of a public
advisory committee of the Food and
Drug Administration (FDA). At least one
portion of the meeting will be closed to
the public.

Name of Committee: Anti-Infective
Drugs Advisory Committee.

General Function of the Committee:
To provide advice and
recommendations to the agency on
FDA'’s regulatory issues.

Date and Time: The meeting will be
held on April 26, 2001, 8 a.m. to 6 p.m.,
and on April 27, 2001, 8:30 a.m. to 12
noon.

Location: Holiday Inn, The Ballrooms,
8120 Wisconsin Ave., Bethesda, MD.

Contact: Thomas H. Perez, Center for
Drug Evaluation and Research (HFD—
21), Food and Drug Administration,
5600 Fishers Lane, Rockville, MD
20857, 301-827-6758, e-mail:
PerezT@cder.fda.gov, or FDA Advisory
Committee Information Line, 1-800—
741-8138 (301—443-0572 in the
Washington, DC area), code 12530.
Please call the Information Line for up-
to-date information on this meeting.

Agenda: On April 26, 2001, the
committee will consider the safety and
efficacy of new drug application (NDA)
21-144, Ketek™ (telithromycin) tablets,
Aventis Pharmaceuticals, Inc., for the
treatment of bacterial respiratory
infections.

Procedure: Interested persons may
present data, information, or views,
orally or in writing, on issues pending
before the committee. Written
submissions may be made to the contact
person by April 18, 2001. Oral
presentations from the public will be
scheduled on April 26, 2001, between
approximately 2 p.m. and 3 p.m. Time
allotted for each presentation may be
limited. Those desiring to make formal
oral presentations should notify the
contact person before April 18, 2001,
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 presentation.

Closed Committee Deliberations: On
April 27, 2001, from 8:30 a.m. to 12
noon, the meeting will be closed to
permit discussion and review of trade
secret and/or confidential information
(5 U.S.C. 552b(c)(4)).

Notice of this meeting is given under
the Federal Advisory Committee Act (5
U.S.C. app. 2).

Dated: March 22, 2001.
Linda A. Suydam,
Senior Associate Commissioner.
[FR Doc. 01-7878 Filed 3—29-01; 8:45 am)]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

Joint Meeting of the Nonprescription
Drugs Advisory Committee and the
Pulmonary-Allergy Drugs Advisory
Committee; Notice of Meeting

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

This notice announces a forthcoming
meeting of a public advisory committee
of the Food and Drug Administration
(FDA). The meeting will be open to the
public.

Name of Committees:
Nonprescription Drugs Advisory
Committee and the Pulmonary-Allergy
Drugs Advisory Committee.

General Function of the Committees:
To provide advice and
recommendations to the agency on
FDA’s regulatory issues.

Date and Time: The meeting will be
held on May 11, 2001, 8 a.m. to 5 p.m.

Location: Holiday Inn, Two
Montgomery Village Ave., Gaithersburg,
MD

Contact: Sandra L. Titus or Kimberly
L. Topper, Center for Drug Evaluation
and Research (HFD-21), Food and Drug
Administration, 5600 Fishers Lane, (for
express delivery, 5630 Fishers Lane, rm.
1093) Rockville, MD 20857, 301-827—
7001, or e-mail: Tituss@cder.fda.gov, or
FDA Advisory Committee Information
Line, 1-800-741-8138 (301-443—0572
in the Washington, DC area), codes
12541 and 12545. Please call the
Information Line for up-to-date
information on this meeting.

Agenda: The committees will
consider citizen petition 98P—0610/CP1,
submitted by Blue Cross of California,
that requested the agency to convert
fexofenadine hydrochloride, loratadine,
and cetirizine hydrocholoride to over-
the-counter (OTC) status.

Background material, including the
petition to switch the antihistamines to
OTC status, is available at http://
www.fda.gov/ohrms/dockets/ac/
acmenu.htm. Click on the year 2001 and
go to the May 11th Nonprescription
Drugs Advisory Committee file.

Procedure: Interested persons may
present data, information, or views,
orally or in writing, on issues pending

before the committee. Written
submissions may be made to the contact
person by May 2, 2001. Oral
presentations from the public will be
scheduled between approximately 9
a.m. and 9:30 a.m. and between
approximately 1 p.m. and 1:30 p.m.
Time allotted for each presentation may
be limited. Those desiring to make
formal oral presentations should notify
the contact person before May 2, 2001,
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 presentation.

Notice of this meeting is given under
the Federal Advisory Committee Act (5
U.S.C. app. 2).

Dated: March 22, 2001.
Linda A. Suydam,
Senior Associate Commissioner.
[FR Doc. 01-7877 Filed 3—29-01; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Care Financing Administration
[HCFA-10035]

Agency Information Collection
Activities: Proposed Collection;
Comment Request

AGENCY: Health Care Financing
Administration, HHS.

In compliance with the requirement
of section 3506(c)(2)(A) of the
Paperwork Reduction Act of 1995, the
Health Care Financing Administration
(HCFA), Department of Health and
Human Services, is publishing the
following summary of proposed
collections for public comment.
Interested persons are invited to send
comments regarding this burden
estimate or any other aspect of this
collection of information, including any
of the following subjects: (1) The
necessity and utility of the proposed
information collection for the proper
performance of the agency’s functions;
(2) the accuracy of the estimated
burden; (3) ways to enhance the quality,
utility, and clarity of the information to
be collected; and (4) the use of
automated collection techniques or
other forms of information technology to
minimize the information collection
burden.

Type of Information Collection
Request: New Collection.

Title of Information Collection:
Collection of Data on Quality Indicators
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