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Information” section of this
announcement.

E. Where To Obtain Additional
Information

This and other CDC announcements
can be found on the CDC home page
Internet address—http://www.cdc.gov.
Scroll down the page, then click on
“Funding” then “Grants and
Cooperative Agreements.”

To receive additional written
information and to request an
application kit, call 1-888—GRANTS (1—
888 472—-6874). You will be asked to
leave your name and address and will
be instructed to identify the
Announcement number of interest.

If you have questions after reviewing
the contents of all the documents,
business management technical
assistance may be obtained from: Roslyn
Curington, Grants Management
Specialist, Centers for Disease Control
and Prevention (CDC), Procurement and
Grants Office, Room 3000, 2920
Brandywine Road, Mailstop E-15,
Atlanta, GA 30341-4146, Telephone:
(770) 488-2767, E-mail: zlp8@cdc.gov.

For program technical assistance,
contact: Leo Weakland, Deputy
Coordinator, Global AIDS Activity
(GAA), National Center for HIV, STD,
and TB Prevention, Centers for Disease
Control and Prevention (CDC), 1600
Clifton Road, Mailstop E-07, Atlanta,
GA 30333, Telephone number (404)
639-8016, Email address: 1fw0@cdc.gov.

Dated: August 14, 2000.
John L. Williams,

Director, Procurement and Grants Office,
Centers for Disease Control and Prevention.

[FR Doc. 00—21049 Filed 8—17-00; 8:45 am]
BILLING CODE 4163-18-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Disease Control and
Prevention

[Program Announcement 00078]

National Conference of State
Legislatures; Notice of Availability of
Funds

A notice announcing the availability
of Fiscal Year 2000 funds for a grant
program with the National Conference
of State Legislatures was published in
the Federal Register on May 23, 2000
[Vol. 65 FR No. 100, pages 33327—
33329] [FR Doc. 00-12882]. The notice
is hereby rescinded in its entirety, due
to the availability of new information. It
appears that there may be other eligible
applicants. Due to time constraints to
award FY 2000 fund, funds will not be

awarded under Program 00078. We
anticipate that a new Program
Announcement may be published in the
Federal Register in FY2001, if funds are
available.

Dated: August 14, 2000.
John L. Williams,
Director, Procurement and Grants Office,
Centers for Disease Control And Prevention.
(CDC)
[FR Doc. 00-21050 Filed 8—17-00; 8:45 am]
BILLING CODE 4163-18-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 0ON-1441]

Agency Information Collection
Activities; Proposed Collection;
Comment Request; Infant Formula
Requirements

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

SUMMARY: The Food and Drug
Administration (FDA) is announcing an
opportunity for public comment on the
proposed collection of certain
information by the agency. Under the
Paperwork Reduction Act of 1995 (the
PRA), Federal agencies are required to
publish notice in the Federal Register
concerning each proposed collection of
information, including each proposed
extension of an existing collection, and
to allow 60 days for public comment in
response to the notice. This notice
solicits comments on information
collection regarding the manufacturer of
infant formula, including infant formula
labeling, quality control procedures,
notification requirements, and
recordkeeping.

DATES: Submit written comments on the
collection of information by October 17,
2000.

ADDRESSES: Submit written comments
on the collection of information to the
Dockets Management Branch (HFA-
305), Food and Drug Administration,
5630 Fishers Lane, rm. 1061, Rockville,
MD 20852. All comments should be
identified with the docket number
found in brackets in the heading of this
document.

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

SUPPLEMENTARY INFORMATION: Under the
PRA (44 U.S.C. 3501-3520), Federal

agencies must obtain approval from the
Office of Management and Budget
(OMB) for each collection of
information they conduct or sponsor.
“Collection of information” is defined
in 44 U.S.C. 3502(3) and 5 CFR
1320.3(c) and includes agency requests
or requirements that members of the
public submit reports, keep records, or
provide information to a third party.
Section 3506(c)(2)(A) of the PRA (44
U.S.C. 3506(c)(2)(A)) requires Federal
agencies to provide a 60-day notice in
the Federal Register concerning each
proposed collection of information,
including each proposed extension of a
proposed collection of information,
before submitting the collection to OMB
for approval. To comply with this
requirement, FDA is publishing notice
of the proposed collection of
information set forth in this document.

With respect to the following
collection of information, FDA invites
comments on: (1) Whether the proposed
collection of information is necessary
for the proper performance of FDA’s
functions, including whether the
information will have practical utility;
(2) the accuracy of FDA'’s estimate of the
burden of the proposed collection of
information, including the validity of
the methodology and assumptions used;
(3) ways to enhance the quality, utility,
and clarity of the information to be
collected; and (4) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques,
when appropriate, and other forms of
information technology.

Infant Formula Requirements (OMB
Control Number 0910-0256)—Extension

Statutory requirements for infant
formula under the Federal Food, Drug,
and Cosmetic Act (the act) are intended
to protect the health of infants and
include a number of reporting and
recordkeeping requirements. Among
other things, section 412 of the act (21
U.S.C. 350a) requires manufacturers of
infant formula to establish and adhere to
quality control procedures, notify FDA
when a batch of infant formula that has
left the manufacturers’ control may be
adulterated or misbranded, and keep
records of distribution. FDA has issued
regulations to implement the act’s
requirements for infant formula in parts
106 and 107 (21 CFR parts 106 and 107).
FDA also regulates the labeling of infant
formula under the authority of section
403 of the act (21 U.S.C. 343). Under the
labeling regulations for infant formula
in part 107, the label of an infant
formula must include nutrient
information and directions for use. The
purpose of these labeling requirements
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is to ensure that consumers have the
information they need to prepare and
use infant formula appropriately. In a
document published in the Federal
Register of July 9, 1996 (61 FR 36154),
FDA proposed changes in the infant
formula regulations, including some of

those listed in tables 1 and 2 of this
information. The document included
revised burden estimates for the
proposed changes and solicited public
comment. In the interim, however, FDA
is seeking an extension of OMB
approval for the current regulations so

that it can continue to collect

information while the proposal is

pending.

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

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN?®

: Annual
Federal Food, Drug, and Cosmetic Act (the act) or 21 Number of Total annual Hours per
CFR section respondents fre%‘é%g%ger responses response LR
Section 412(d) of the act ..... 4 7 28 10 280
106.120(D) ..eveeveeeeiiieeaies 4 0.25 1 4 4
107.10(a) and 107.20 ...... 4 7 28 8 224
107.50(b)(3) and (b)(4) .... 3 4 12 4 48
LO7.50(E)(2) .vveverveereerreeeerrieee st 3 0.33 1 4 4
TOLAI ettt es | eeireessneeesnnreean | reeessnsneessnnenennnnns | tesseeessseeesaneeens | nareessineessineenne 560
1There are no capital costs or operating and maintenance costs associated with this collection of information.
TABLE 2.—ESTIMATED ANNUAL RECORDKEEPING BURDEN?
Annual
. Number of Total annual Hours per
21 CFR section recordkeepers r(fercegrlaig?{aicr)lfg records record Total hours
T06.100 .oiieieiiiiiiiieie e 4 10 40 4,000 16,000
L07.50(C)(3) +erveerrerrermrerreeeesreeresreeeesre e 3 10 30 3,000 9,000
TOLAI ettt e e e s | reeesineesnireesnne | eeeessreeessnsreesaieees | eesseeesssreeesnnieenss | aereessineessineennes 25,000

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

In compiling these estimates, FDA
consulted its records of the number of
infant formula submissions received in
the past. The figures for hours per
response are based on estimates from
experienced persons in the agency and
in industry.

Dated: August 11, 2000.

William K. Hubbard,

Senior Associate Commissioner for Policy,
Planning, and Legislation.

[FR Doc. 00-21009 Filed 8-17-00; 8:45 am]
BILLING CODE 4160-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 0ON-1440]

Agency Information Collection
Activities: Proposed Collection;
Comment Request; User Fee Cover
Sheet; Form FDA 3397

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing an
opportunity for public comment on the
proposed collection of certain

information by the agency. Under the
Paperwork Reduction Act of 1995 (the
PRA), Federal agencies are required to
publish notice in the Federal Register
concerning each proposed collection of
information, including each proposed
extension of an existing collection of
information, and to allow 60 days for
public comment in response to the
notice. This notice solicits comments on
Form FDA 3397, User Fee Cover Sheet,
that must be submitted along with
certain drug and biologic product
applications and supplements.

DATES: Submit written or electronic
comments on the collection of
information by October 17, 2000.
ADDRESSES: Submit electronic
comments on the collection of
information via the Internet at http://
www.accessdata.fda.gov/scripts/oc/
dockets/comments/commentdocket.cfm.
Submit written comments on the
collection of information to the Dockets
Management Branch (HFA-305), Food
and Drug Administration, 5630 Fishers
Lane, rm. 1061, Rockville, MD 20852.
All comments should be identified with
the docket number found in brackets in
the heading of this document.

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: Under the
PRA (44 U.S.C. 3501-3520), Federal
agencies must obtain approval from the
Office of Management and Budget
(OMB) for each collection of
information they conduct or sponsor.
“Collection of information” is defined
in 44 U.S.C. 3502(3) and 5 CFR
1320.3(c) and includes agency requests
or requirements that members of the
public submit reports, keep records, or
provide information to a third party.
Section 3506(c)(2)(A) of the PRA (44
U.S.C. 3506(c)(2)(A)) requires Federal
agencies to provide a 60-day notice in
the Federal Register concerning each
proposed collection of information,
including each proposed extension of an
existing collection of information,
before submitting the collection to OMB
for approval. To comply with this
requirement, FDA is publishing notice
of the proposed collection of
information set forth in this document.
With respect to the following
collection of information, FDA invites
comment on: (1) Whether the proposed
collection of information is necessary
for the proper performance of FDA’s
functions, including whether the
information will have practical utility;
(2) the accuracy of FDA’s estimate of the
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