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August 14, 2000

FDA Dockets Management Branch
5630 Fishers Lane - Room 1061- HFA-305
Rockville, MD 20852

DOCKET NUMBER O00N-0504 - RE: COMMENTS ON “CURRENT THINKING
PAPERS ON THE NATIONAL STANDARDS FOR EGG SAFETY”

The general principles represented in the Current Thinking Papers on the National
Standards for Egg Safety are reflective of the core components currently in place with
many of the existing egg quality assurance programs developed within individual states.
It is appropriate that minimum national standards be established and that all producers
of shell eggs implement a program to meet these standards. It is also the intent of FDA
to contract with the states to implement the on-farm standards.

We recommend that FDA consider approving existing state programs that meet
the minimum standards required in the federal regulation. In many cases, state
programs are working very effectively and have standards higher than those being
considered in the proposed regulation. This would minimize disruption of existing
programs and sends a message in many cases that a “lesser standard” is acceptable.
For example, a rigorous educational program is required to participate in the California
Egg Quality Assurance Plan, followed by a written, detailed flock plan. Since we believe
that we have one of the best educational programs in the country, we would like to
ensure that it continues, rather than be replaced by something less that simply meets
minimum standards.

In most cases, existing state programs could be modified very easily to meet all of the
requirements of the federal regulation. The Food and Drug Administration (FDA) could
review and certify those programs, and the state would be responsible to FDA to report
producers in compliance with the state program. Those producers not currently
participating in an approved program could elect to join the state program or simply
meet the federal standards as required. It is likely that the cost for the state to
administer its existing program, and report compliance to FDA, would be less than
implementing an entirely “new federal program”. While contract costs between states
and FDA need to be negotiated, linking in to an existing approved program makes much
more sense that developing and implementing an entirely new program.
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We also recommend that FDA reconsider its environmental sampling plan to
include more appropriate risk analysis. It is very important that every premises
producing shell eggs be monitored for Salmonella Enteritidis (SE) and take appropriate
action if the premises if positive. Because of the ecology of SE and its ability to reside
in rodents and survive in the environment, a positive premise is at higher risk than
premises never found to be positive. Yet, the current FDA proposal calls for all
premises to be monitored identically.

We recommend that each flock be required to be sampled at the end of the life of
the flock. This first round of testing, when completed nation-wide, will identify those
premises at higher risk of producing eggs contaminated with SE. Once identified, they
can be evaluated, and if necessary, additional sampling of subsequent flocks on those
premises can be implemented, to include egg diversion if necessary, based on risk
analysis. We have submitted a specific risk-based proposal in previous comments.

Thank you for considering these additional comments. Please contact me if | can
provide additional information.

Richard E. Breitmeyer, DVM, MPVM

State Veterinarian and Director
Animal Health and Food Safety Services
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notice and provide copies of this
Federal Register publication in the FSIS
Constituent Update. FSIS provides a
weekly FSIS Constituent Update, which
is communicated via fax to over 300
organizations and individuals. In
addition, the update is available on line
through the FSIS web page located at
http://www.fsis.usda.gov. The update is
used to provide information regarding
FSIS policies, procedures, regulations,
Federal Register notices, FSIS public
meetings, recalls, and any other types of
information that could affect or would
be of interest to our constituents/
stakeholders. The constituent fax list
consists of industry, trade, and farm
groups, consumer interest groups, allied
health professionals, scientific
professionals, and other individuals that
have requested to be included. Through
these various channels, FSIS is able to
provide information to a much broader,
more diverse audience. For more
information and to be added to the
constituent fax list, fax your request to
the Congressional and Public Affairs
Office at 202-720-5704.

V. Public Dockets ;ﬂdvé:tbmixsion of
Comments

The agencies have established public
dockets to which comments may be
submitted. Comments should be
directed either to FSIS, Docket No. 98-
045N4, or to FDA, Docket No. 00N-
0504, or to both dockets for
consideration by both agencies. All
comments must include the appropriate
docket number found in brackets in the
heading of this document. Submit
written comments in triplicate to: (1)
USDA/FSIS Docket Clerk, 300 12th St.
SW., rm. 102, Cotton Annex,
Washington, DC 20250-3700, or {2}
FDA's Dockets Management Branch
(address above). You may also send
comments to Dockets Management
Branch at the following e-mail address:
FDADockets@oc.fda.gov or via the FDA
Internet at http://
www.accessdata.fda.gov/scripts/oc/
dockets/comments/commentdocket.cfm.

VL. Meeting Summary

A summary of the proceedings of the
public meeting will be posted on the
Internet at www.foodsafety.gov. This
website is a joint FDA, USDA, and
Environmental Protection Agency food
safety home page. It is linked to each
agency for persons seeking additional
food safety information. A summary of
the proceedings of the public meeting
may also be requested in writing from
FDA'’s Dockets Management Branch
(address above) approximately 30
business days after the meeting, at a cost
of 10 cents per page. The summary of

the public meeting will be available for
public examination at FDA’s Dockets
Management Branch between 9 a.m. and
4 p.m., Monday through Friday.

Dated: July 5, 2000.
Thomas J. Billy,

Administrator, Food Safety and Inspection
Service, U.S. Separtment of Agriculture.

William K. Hubbard,

Senior Associate Commissioner for Policy,
Planning, and Legislation, Food and Drug
Administration.

[FR Doc. 00-17494 Filed 7-10-00; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Care Financing Administration

[Document identifier: HCFA-730 & 182]

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 uss of
automated collection techniques or
other forms of information technology to
minimize the information collection
burden.

Type of Information Collection
Request: New Coliection;

Title of Information Collection:
Employee Building*Pass Application
and File;

Form No.: HCFA-730 & 182 (OMB#
0938-NEW);

Use: The purpose of this system and
the forms are to control United States
Government Building Passes issued to
all HCFA employees and non-HCFA
employees who require continuous
access to HCFA buildings in Baltimore
and other HCFA and HHS buildings;

Frequency: Other; as needed;

Affected Public: Federal Government,
and Business or other for-profit;

Number of Respondents: 150;

Total Annual Responses: 150;

Total Annuo! Hours: 37.50.

To obtain copies of the supporting
statement and any related forms for the
proposed paperwork collections
referenced above, access HCFA's Web
Site address at http://www.hcfa.gov/
regs/prdact95.htm, or E-mail your
request, including your address, phone
number, OMB number, and HCFA
document identifier, to
Paperwork@hcfa.gov, or call the Reports
Clearance Office on {410) 786—-1326.
Written comments and
recommendations for the proposed
information collections must be mailed
within 60 days of this notice directly to
the HCFA Paperwork Clearance Officer
designated at the following address:
HCFA, Office of Information Services,
Security and Standards Group, Division
of HCFA Enterprise Standards,
Attention: Dawn Willinghan, Room N2-
14-26, 7500 Security Boulevard,
Baltimore, Maryland 21244-1850.

Dated: June 28, 2000. ’

John P. Burke IIT,

HCFA Reports Clearance Officer, HCFA Office
of Information Services, Security and
Standards Group, Division of HCFA
Enterprise Standards.

[FR Doc. 0017477 Filed 7~10-00; 8:45 am]
BILLING CODE 4120-03-P

DEPARTMENT OF THE INTERIOR
Fish And Wildlife Service

Endangered and Threatened Species:
Incidental Take Permits—Houston
Toad

Notice of Availability ofan —
Environmental Assessment/Habitat
Conservation Plan and Receipt of an
Application for a Permit for the
Incidental Take of the Houston toad
(Bufo houstonensis) During
Construction of One Single Family
Residence on 0.5 acres of the 5.087-Acre
Lot 41, Section 1 in the KC Estates
Subdivision, Bastrop County, Texas
(Bush).

SUMMARY: Anthony V. Bush (Applicant)
has applied to the U.S. Fish and
Wildlife Service (Service) for an
incidental take permit pursuant to
Section 10(a) of the Endangered Species
Act (Act]. The Applicant has been
assigned permit number TE-029602-0.
The requested permit, which is for a
period of 5 years, would authorize the
incidental take of the endangered
Houston toad {Bufo houstonensis). The
proposed take would occur as a result
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