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of American Indians, Native Alaskans,
Native Hawaiians and Pacific Islander
communities.

The purpose of this information
collection is to collect information from
applicants that ANA can use for more

accurate reporting to the Administration

for Children and Families and to
Congress on the status of American
Indians, Native Alaskans, Native
Hawaiians and Pacific Islander
communities.

Respondents: Tribal governments,
native non-profits, tribal colleges &
universities.

Annual Burden Estimates:

Number of re- | Average bur-
Instrument reNsurggggr?:S sponses per den hours per TOt?IIO?Jlgden
P respondent response
Grants Application Data SUMMATY .........ccceeiiiiieiiiieeiieeeeniee e e seee e 650 1 28 18,200

Estimated Total Annual Burden
Hours:

Additional Information: Copies of the
proposed collection may be obtained by
writing to the Administration for
children and Families, Office of
Administration, Office of Information
Services, 370 L’Enfant Promenade, SW.,
Washington, DC 20447, Attn: ACF
Reports Clearance Officer. All requests
should be identified by the title of the
information collection. E-mail address:
rsargis@acf.hhs.gov.

OMB Comment: OMB is required to
make a decision concerning the
collection of information between 30
and 60 days after publication of this
document in the Federal Register.
Therefore, a comment is best assured of
having its full effect if OMB receives it
within 30 days of publication. Written
comments and recommendations for the
proposed information collection should
be sent directly to the following:

Office of Management and Budget,

Paperwork Reduction Project,

Attn: Desk Officer for ACF,

E-mail address:
lauren_wittenberg@omb.eop.gov.
Dated: January 5, 2004.

Robert Sargis,

Reports Clearance Officer.

[FR Doc. 04—-381 Filed 1-7—-04; 8:45 am]
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SUMMARY: The Food and Drug
Administration (FDA) is announcing
that the proposed collection of
information listed below has been
submitted to the Office of Management
and Budget (OMB) for review and
clearance under the Paperwork
Reduction Act of 1995.

DATES: Fax written comments on the
collection of information by February 9,
2004.

ADDRESSES: OMB is still experiencing
significant delays in the regular mail,
including first class and express mail,
and messenger deliveries are not being
accepted. To ensure that comments on
the information collection are received,
OMB recommends that written
comments be faxed to the Office of
Information and Regulatory Affairs,
OMB, Attn: Fumie Yokota, Desk Officer
for FDA, FAX: (202) 395-6974.

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
compliance with 44 U.S.C. 3507, FDA
has submitted the following proposed
collection of information to OMB for
review and clearance.

Guidance for Industry on How to Use
E-Mail to Submit a Notice of Final
Disposition of Animals Not Intended for
Immediate Slaughter—(OMB Control
Number 0910-0453)—Extension

The Center for Veterinary Medicine
(CVM) monitors the final disposition of
food animals treated with
investigational new animal drugs in
situations where the treated animals do
not enter the human food chain
immediately at the completion of the
investigational study. CVM believes that
monitoring of the final disposition of
such food animals is consistent with its
responsibility to protect the public
health under the Federal Food, Drug,
and Cosmetic Act. In addition, CVM
believes that acceptable standards of
study conduct such as those set out in
21 CFR 514.117 would include sponsors
accounting for the disposition of all
animals treated with investigational
new animal drugs.

This guidance document describes the
procedures that should be followed by
sponsors who wish to file a notice of
disposition electronically on FDA Form
#3487. The information sponsors should
include on the form includes the
sponsor’s name and address, and
information about the investigational
animals. The form has been revised at
the request of the sponsors to add a box
that can be checked if the submission
amends a notice of disposition
previously submitted to CVM and to
allow for consistency across forms. The
likely respondents to this collection of
information are new animal drug
sponsors who have conducted clinical
studies under 21 CFR 511.1(b).

In the Federal Register of August 7,
2003 (68 FR 47078), FDA published a
60-day notice requesting public
comment on the information collection
provisions. No comments were received.

FDA estimates the burden of this
collection of information as follows:
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TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN?®
FDA Form No. No. of Respondents Aggruglel;eo(?]la%nncty Tota;?(;lnnsueag Re- Hours per Response Total Hours
3487 12 27 324 0.81 262

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

Dated: December 31, 2003.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 04—-347 Filed 1-7—-04; 8:45 am]
BILLING CODE 4160-01-S

Dated: December 31, 2003.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 04—348 Filed 1-7—04; 8:45 am]
BILLING CODE 4160-01-S
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ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a collection of information entitled
“Experimental Study of Health Claim
Disclaimers on Foods” has been
approved by the Office of Management
and Budget (OMB) under the Paperwork
Reduction Act of 1995.

FOR FURTHER INFORMATION CONTACT:
Peggy Robbins, Office of Management
Programs (HFA-250), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, (301) 827—1223.

SUPPLEMENTARY INFORMATION: In the
Federal Register of November 10, 2003
(68 FR 63802), 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 0910-0531. The
approval expires on June 30, 2004. A
copy of the supporting statement for this
information collection is available on
the Internet at http://www.fda.gov/
ohrms/dockets.
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AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that the proposed collection of
information listed below has been
submitted to the Office of Management
and Budget (OMB) for review and
clearance under the Paperwork
Reduction Act of 1995.

DATES: Fax written comments on the
collection of information by February 9,
2004.

ADDRESSES: OMB is still experiencing
significant delays in the regular mail,
including first class and express mail,
and messenger deliveries are not being
accepted. To ensure that comments on
the information collection are received,
OMB recommends that written
comments be faxed to the Office of
Information and Regulatory Affairs,
OMB, Attn: Fumie Yokota, Desk Officer
for FDA, FAX: (202) 395-6974.

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
compliance with 44 U.S.C. 3507, FDA

has submitted the following proposed
collection of information to OMB for
review and clearance.

Guidance for Industry on How to Use
E-Mail to Submit a Notice of Intent to
Slaughter for Human Food Purposes—
(OMB Control Number 0910-0450)—
Extension

Section 512(j) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C.
360b(j)) gives FDA the authority to issue
regulations setting out the conditions for
marketing animals treated with
investigational new animal drugs for
food use. Under this authority, FDA’s
regulations at §511.1(b)(4) (21 CFR
511.1(b)(4)), provide that sponsors must
obtain authorization to slaughter these
animals for food. The Center for
Veterinary Medicine (CVM) may grant
such authorization to a sponsor under
§511.1(b)(5). If CVM authorizes the
slaughter of investigational animals for
food use, CVM issues a slaughter
authorization letter to new animal drug
sponsors which sets the terms under
which such animals treated with
investigational new animal drugs may
be slaughtered. The authorization letter
states that sponsors must submit
slaughter notices each time such
animals are to be slaughtered unless
CVM waives this notice in the
authorization letter. Currently, slaughter
notices are submitted to CVM on paper.
This guidance will give sponsors the
option to submit a slaughter notice
electronically as an e-mail attachment.
The electronic submission of slaughter
notices is part of CVM’s ongoing
initiative to provide a method for
paperless submissions. The likely
respondents to this collection of
information are new animal drug
sponsors who have conducted clinical
studies under § 511.1(b).

In the Federal Register of August 7,
2003 (68 FR 47076), FDA published a
60-day notice requesting public
comment on the information collection
provisions. No comments were received.

FDA estimates the burden for this
collection of information as follows:
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