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TABLE 1.—ESTIMATED ANNUAL RECORDKEEPING BURDEN'—Continued

21 CFR Sections No. of Record- Annual fFée- g Total Annual Hours per Total H

keepers quc?rrgi(l:(yegpingc Records Record otal Hours
120.11(a)(1)(iv), 120.11 (a)(2), and 120.12 (a)(5) 1,840 52 95,680 0.1 9,568
120.11(b) and 120.12(a)(5) and (b) 1,840 1 1,840 4 7,360
120.11(c) and 120.12(a)(5) and (b) 1,840 1 1,840 4 7,360
120.14(a)(2) and 120.14(c) and (d) 308 1 308 12 3,696
Total hours 360,930

1There are no capital costs or operating and maintenance costs associated with this collection of information.

Table 1 provides a breakdown of the
total estimated annual recordkeeping
burden. The estimates in this table have
been reviewed by the agency’s HACCP
experts, who have practical experience
in observing various processing
operations and related recordkeeping
activities.

The burden estimates in table 1 are
based on an estimate of the total number
of juice manufacturing plants (i.e.,
2,300) affected by the regulations.
Included in this total are 850 plants
currently identified in FDA'’s official
establishment inventory plus 1,220 very
small apple juice manufacturers and 230
very small orange juice manufacturers.
The total burden hours are derived by
estimating the number of plants affected
by each portion of this final rule and
multiplying the corresponding number
by the number of records required
annually and the hours needed to
complete the record. These numbers
were obtained from the agency’s final
regulatory impact analysis prepared for
these regulations.

Moreover, these estimates assume that
every processor will prepare sanitary
standard operating procedures and a
HACCP plan and maintain the
associated monitoring records and that
every importer will require product
safety specifications. In fact, there are
likely to be some small number of juice
processors that, based upon their hazard
analysis, determine that they are not
required to have a HACCP plan under
these regulations.

Dated: April 15, 2004.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 04—-8996 Filed 4—20-04; 8:45 am]
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SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a collection of information entitled
“Guidance for Industry on How to Use
E-Mail to Submit Information to the
Center for Veterinary Medicine,”” has
been approved by the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act of 1995.

FOR FURTHER INFORMATION CONTACT:
Denver Presley, Office of Management
Programs (HFA-250), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827—-1472.

SUPPLEMENTARY INFORMATION: In the
Federal Register of January 26, 2004 (69
FR 3586), 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 0910-0454. The
approval expires on March 31, 2007. A
copy of the supporting statement for this
information collection is available on
the Internet at http://www.fda.gov/
ohrms/dockets.

Dated: April 14, 2004.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 04-9072 Filed 4-20-04; 8:45 am]
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SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a collection of information entitled
“Guidance for Industry on How to Use
E-Mail to Submit a Request for a
Meeting or Teleconference to the Office
of New Animal Drug Evaluation,” has
been approved by the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act of 1995.
FOR FURTHER INFORMATION CONTACT:
Denver Presley, Office of Management
Programs (HFA-250), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827—1472.
SUPPLEMENTARY INFORMATION: In the
Federal Register of January 26, 2004 (69
FR 3587), 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
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OMB control number 0910-0452. The
approval expires on March 31, 2007. A
copy of the supporting statement for this
information collection is available on
the Internet at http://www.fda.gov/
ohrms/dockets.

Dated: April 15, 2004.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 04—9073 Filed 4—20-04; 8:45 am]|
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SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability for comments of a draft
guidance document for industry (#166)
entitled “Environmental Impact
Assessments (EIA’s) for Veterinary
Medicinal Products (VMP’s)—Phase II"’
(VICH GL38). This draft guidance has
been developed for veterinary use by the
International Cooperation on
Harmonization of Technical
Requirements for Registration of
Veterinary Medicinal Products (VICH).
This draft VICH guidance document
provides recommendations for
internationally harmonized test
methods used to generate environmental
fate and toxicity data.

DATES: Submit written or electronic
comments on the draft guidance by May
21, 2004, to ensure their adequate
consideration in preparation of the final
guidance 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, 7519 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 Division of Dockets
Management (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:
Charles E. Eirkson, Center for Veterinary
Medicine (HFV-145), Food and Drug
Administration, 7500 Standish P1.,
Rockville, MD 20855, 301-827—6958, e-
mail: ceirkson@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
Harmonization 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.

Four observers are eligible to
participate in the VICH Steering
Committee as follows: One
representative from the government of
Australia/New Zealand, one
representative from the industry in
Australia/New Zealand, one
representative from the government of
Canada, and one representative from the
industry of Canada. The VICH
Secretariat, which coordinates the
preparation of documentation, is
provided by the International
Federation for Animal Health (IFAH).
An IFAH representative also
participates in the VICH Steering
Committee meetings.

II. Draft Guidance on Environmental
Impact Assessments

The VICH Steering Committee held a
meeting in October 2003 and agreed that
the draft guidance document entitled
“Environmental Impact Assessments
(EIA’S) For Veterinary Medicinal
Products (VMP’s)—Phase II"’ (VICH
GL38) should be made available for
public comment. The aim of the
guidance is to assess the potential for
VMP’s to affect nontarget species in the
environment, including both aquatic
and terrestrial species. It is not possible
to evaluate the effects of VMP’s on every
species in the environment that may be
exposed to the VMP following its
administration to the target species. The
species tested are intended to serve as
surrogates or indicators for the range of
species present in the environment.

This Phase II guidance contains
sections for each of the major branches:
(1) Aquaculture; (2) intensively reared
terrestrial animals; and (3) pasture
animals, each containing decision trees
pertaining to the branch. The document
also contains a section listing the
recommended tests for physical/
chemical properties, environmental fate
and environmental effects, as well as a
recommendation of how to determine
when tests may be relevant.

In the United States, the
environmental impact of VMP’s is
determined under the requirements
established by the National
Environmental Policy Act (NEPA) (42
U.S.C. 4321 et seq.) and its
implementing regulations (40 CFR part
1500 and 21 CFR part 25) and under the
Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 360b(d)). Under NEPA, an
environmental assessment (EA) is
conducted to determine whether a VMP
may have a significant environmental
impact. A particular VMP may be
categorically excluded from the
requirement of an EA, or it may require
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