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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. 99F–2535]

Ciba Specialty Chemicals Corp;
Withdrawal of Food Additive Petition

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
withdrawal, without prejudice to a
future filing, of a food additive petition
(FAP 9B4680) proposing that the food
additive regulations be amended to
provide for the expanded safe use of 5,7-
bis(1,1-dimethylethyl)-3-hydroxy-2(3H)-
benzofuranone, reaction products with
o-xylene as an antioxidant and/or
stabilizer in olefin polymers, adhesives,
pressure-sensitive adhesives, and
ethylene-vinyl acetate copolymers
intended for use in contact with food.

FOR FURTHER INFORMATION CONTACT:
Anna P. Shanklin, Center for Food
Safety and Applied Nutrition (HFS–
215), Food and Drug Administration,
200 C St. SW., Washington, DC 20204,
202–418–3093.

(After December 14, 2001, the Center
for Food Safety and Applied Nutrition’s
address will be: 5100 Paint Branch
Pkwy., College Park, MD 20740.)

SUPPLEMENTARY INFORMATION: In a notice
published in the Federal Register of
August 6, 1999 (64 FR 42950), FDA
announced that a food additive petition
(FAP 9B4680) had been filed by Ciba
Specialty Chemicals Corp., 540 White
Plains Rd., Tarrytown, NY 10591–9005.
The petition proposed to amend the
food additive regulations in § 178.2010
Antioxidants and/or stabilizers for
polymers (21 CFR 178.2010) to provide
for the expanded safe use of 5,7-bis(1,1-
dimethylethyl)-3-hydroxy-2(3H)-
benzofuranone, reaction products with
o-xylene as an antioxidant and/or
stabilizer for olefin polymers complying
with 21 CFR 177.1520, adhesives
complying with 21 CFR 175.105,
pressure-sensitive adhesives complying
with 21 CFR 175.125, and ethylene-
vinyl acetate copolymers complying
with 21 CFR 177.1350 intended for use
in contact with food. Ciba Specialty
Chemicals Corp. has now withdrawn
the petition without prejudice to a
future filing (21 CFR 171.7).

Dated: November 16, 2001.
L. Robert Lake,
Director of Regulations and Policy, Center
for Food Safety and Applied Nutrition.
[FR Doc. 01–30765 Filed 12–12–01; 8:45 am]
BILLING CODE 4160–01–S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. 01D–0501]

International Cooperation on
Harmonisation of Technical
Requirements for Approval of
Veterinary Medicinal Products (VICH);
Draft Guidance for Industry on
‘‘Pharmacovigilance of Veterinary
Medicinal Products: Management of
Periodic Summary Update Reports
(PSUs)’’ (VICH GL29); Request for
Comments; Availability

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

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of a draft guidance for
industry (#142) entitled
‘‘Pharmacovigilance of Veterinary
Medicinal Products: Management of
Periodic Summary Update Reports
(PSUs)’’ (VICH GL29). This draft
guidance has been developed by the
International Cooperation on
Harmonisation of Technical
Requirements for Registration of
Veterinary Medicinal Products (VICH).
This draft guidance is intended to
describe the reporting system for
identification of possible adverse events
following the use of marketed veterinary
medicinal products submitted to the
European Union, Japan, and the United
States.
DATES: Submit written or electronic
comments on the draft guidance by
January 14, 2002, to ensure their
adequate consideration in preparation of
the final document. General comments
on agency guidance documents are
welcome at any time.
ADDRESSES: Submit written requests for
single copies of the draft guidance to the
Communications Staff (HFV–12), Center
for Veterinary Medicine (CVM), Food
and Drug Administration, 7500 Standish
Pl., Rockville, MD 20855. Send one self-
addressed adhesive label to assist that
office in processing your requests. See
the SUPPLEMENTARY INFORMATION section
for electronic access to the draft
guidance document.

Submit written comments on the draft
guidance to the Dockets Management

Branch (HFA–305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852. Submit
electronic comments to http://
www.fda.gov/dockets/ecomments.
Comments should be identified with the
full title of the draft guidance and the
docket number found in brackets in the
heading of this document.
FOR FURTHER INFORMATION CONTACT:
William C. Keller, Center for Veterinary
Medicine (HFV–210), Food and Drug
Administration, 7500 Standish Pl.,
Rockville, MD 20855, 301–827–6642, e-
mail: wkeller@cvm.fda.gov.
SUPPLEMENTARY INFORMATION:

I. Background

In recent years, many important
initiatives have been undertaken by
regulatory authorities and industry
associations to promote the
international harmonization of
regulatory requirements. FDA has
participated in efforts to enhance
harmonization and has expressed its
commitment to seek scientifically based
harmonized technical procedures for the
development of pharmaceutical
products. One of the goals of
harmonization is to identify and then
reduce differences in technical
requirements for drug development
among regulatory agencies in different
countries.

FDA has actively participated in the
International Conference on
Harmonisation of Technical
Requirements for Approval of
Pharmaceuticals for Human Use for
several years to develop harmonized
technical requirements for the approval
of human pharmaceutical and biological
products among the European Union,
Japan, and the United States. The VICH
is a parallel initiative for veterinary
medicinal products. The VICH is
concerned with developing harmonized
technical requirements for the approval
of veterinary medicinal products in the
European Union, Japan, and the United
States, and includes input from both
regulatory and industry representatives.

The VICH Steering Committee is
composed of member representatives
from the European Commission,
European Medicines Evaluation Agency;
European Federation of Animal Health;
Committee on Veterinary Medicinal
Products; FDA; the U.S. Department of
Agriculture; the Animal Health
Institute; the Japanese Veterinary
Pharmaceutical Association; the
Japanese Association of Veterinary
Biologics; and the Japanese Ministry of
Agriculture, Forestry, and Fisheries.

Two observers are eligible to
participate in the VICH Steering
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